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International Application No. 


REQUEST 


International Filing Date 


The undersigned requests that the present 

international application be processed 
according to the Patent Cooperation Treaty. 


Name of receiving OfTice and "PCT International Application" 




Applicant's or agent's file reference 

{if desired) (1 2 characters maximum) 333425-Ortho 



Box No. I TITLE OF INVENTION 

FEMORAL INTRA14EDULLARY ROD SYSTEM 



Box No. II APPLICANT 



Name and address: (Family name followed by given name: for a legal entity, full official 

designation. The address must include postal code and name of country. The country of the I | jj^js person is also inventor 
address indicated in this Box is the applicant 's State (that is, country) of residence if no State \ | *^ 

of residence is indicated below.) 

Telephone No. 

ORTHODYNE, INC. 

1118 Orange Avenue 

Suite 2043 Facsimile No. 

Orlando, Florida 32806 US 

Teleprinter No. 



State (that is, country) of nationality: 



US 



State (that is, country) of residence: 



US 



This person is applicant 
for the purposes of: 



j I all designated 



States . 



I I all designated States except 
I X I the United States of America 



□ the United States 
of America only 



□ the States indicated in 
the Supplemental Box 



Box No. in FURTHER APPLICANT(S) AND/OR (FURTHER) INVENTOR(S) 



Name and address: (Family name followed by given name; for a legal entity, full official 
designation. The address must include postal code and name of counSy. The country of the 
address indicated in this Box is the applicant 's State (that is, country) oj residence if no State 
of residence is indicated below.) 

COLE, J. Dean 

500 Lakeview Drive 

Orlando, Florida 32804 US 



This person is: 

j I applicant only 

I X I appHcant and inventor 

I I inventor only (If this check-box 
is marked, do not fill in below.) 



State (that is, country) of nationality: 



US 



State (that is, country) of residence: 



US 



This person is applicant 
for the purposes of 



all designated I | all designated States except 



States 



the United States of America 



□ the United States | | the States indicated in 
of America only | | the Supplemental Box 



|x I Further applicants and/or (further) inventors are indicated on a continuation sheet. 



Box No. IV AGENT OR COMMON REPRESENTATIVE; OR ADDRESS FOR CORRESPONDENCE 



The person identified below is hereby/has been appointed to act on behalf 
of the applicant(s) before the competent International Authorities as: 



agent | | common representative 



Name and address: (Family namefollowed by given name; for a legal entity, full official 
designation. The address must include postal code and name of country.) 

LOWES, J. Andrew 

WOODARD, EMHARDT, NAUGHTON, MORI ARTY & MCNETT 
Bank One Center /Tower, Suite 3700 
111 Monument Circle 
Indianapolis, Indiana 46204 US 

SEE CONTINUATION TO BOX NO. IV ON SHEET NO. 4 



Telephone No, 

317-634-3456 



Facsimile No. 

317-637-7561 



Teleprinter No, 



□ 



Address for correspondence: Mark this check-box where no agent or common representative is/has been appointed and the 
space above is used instead to indicate a special address to which correspondence should be sent. 



Form PCT/RO/lOl (first sheet) (July 1998, reprint July 1999) 



See Notes to the request form 



<3h*.*»t>j« 2 Agent's Ref: 333425-Ortho 



CondnuaHon of Box No. Ul FURTHER APPLICANT(S) AND/OR (FURTHER) INVENTOR(S) 


I/none of the following sub-boxes is used, this sheet should not be included in the request 


Name and address: {Family name followed by given name; for a legal entity, full official 
designation. The address must include postal code and name of country. The country of the 
address indicated in this Box is the applicant s State (that is, country) of residence if no State 
of residence is indicated below.) 

KNOBLOCH, Carl A. 

1208 Country Lane 

Orlando, Florida 32804 US 


This person is: 

1 1 applicant only 

|x 1 applicant and inventor 

1 1 inventor only (If this check-box 
is marked, do not fill in below.) 


State (that is, country) of nationality: 
US 


State (that is, country) of residence: 

US 


This person is applicant l l all designated 1 1 all designated States except (— | the United States l 1 the States indicated in 

for the purposes of: 1 1 States 1 1 the United States of America \ X | of America only | | the Supplemental Box 


Name and address: (Family name followed by given name; for a legal entity, full official 
designation. The address must include postal code and name of country. The country of the 
address indicated in this Box is the applicant's State (that is, country) of residence if no State 
of residence is indicated below.) 


This person is: 

[ I applicant only 

1 1 applicant and inventor 

1 1 inventor only (If this check'box 
is marked, do not fill in below.) 


State (that is, country) of nationality: 


State (that is, country) of residence: 


This person is applicant l 1 all designated | 1 all designated States except | 1 the United States 1 1 the States indicated in 

for the purposes of: 1 1 States 1 1 the United States of America | | of America only I I the Supplemental Box 


Name and address: (Family name followed by given name; for a legal entity, full official 
designation. The address must include postal code and name of counOy. The country of the 
address indicated in this Box is the applicant 's State (that is. country) of residence if no State 
of residence is indicated below.) 


This person is: 

1 I applicant only 

1 1 applicant and inventor 

1 1 inventor only (If this check-box 
is marked, do not fill in below.) 


State (that is, country) of nationality: 


State (that is, country) of residence: 


This person is applicant |— i all designated j 1 all designated States except r~-I the United States i 1 the States indicated in 

for the purposes of: l_| States | | the United States of America | | of America oniy | | the Supplemental Box 


Name and address: (Family name followed by given name; for a legal entity, full official 
designation. The address m ust include postal code and name of counOy. The country of the 
address indicated in this Box is the applicant 's State (that is, country) of residence if no State 
of residence is indicated below.) 


This person is: 

I I applicant only 

1 1 applicant and inventor 

1 1 inventor only (If this check-box 
is marked, do not fill in below.) 


State (that is, country) of nationality: 


State (that is, country) of residence: 


This person is applicant | 1 all designated ( 1 all designated States except | 1 the United States 1 j the States indicated in 

for the purposes of: 1 1 States 1 t the United States of America 1 i of America only 1 1 the Supplemental Box 


1 Further applicants and/or (further) inventors are indicated on another continuation sheet. 



Form PCT/RO/lOl (continuation sheet) (July 1998; reprint July 1999) See Notes to the request form 



Sheet No. 



Agent's Ref: 333425-Ortho 



Box No.V 



DESIGNATION OF STATES 



The following designations are hereby made under Rule 4.9(2l) (mark the applicable check-boxes: at least one must be marked): 
Regional Patent 

S3 AP ARIPO Patent: GH Ghana, GM Gambia, KE Kenya, LS Lesotho, M\V Malawi, SD Sudan, SL Sierra Leone, SZ Swaziland, 

TZ United Republic of Tanzania, UG Uganda, ZW Zimbabwe, and any other State which is a Contracting State of the Harare 

Protocol and of the PCT MZ M^'ZAf^fi* 9a f 
^ EA Eurasian Patent: AM Armenia, AZ Azerbaijan, BY Belarus, KG Kyrgyzstan, KZ Kazakhstan, MD Republic of Moldova, 

RU Russian Federation, TJ Tajikistan, TM Turkmenistan, and any other State which is a Contracting State of the Eurasian Patent 

Convention and of the PCT 

J2 EP European Patent: AT Austria, BE Belgium, CH and LI Switzerland and Liechtenstein, CY Cyprus, DE Germany, 
^ DK Denmark, ES Spain, FI Finland, FR France, GB United Kingdom, GR Greece, IE Ireland, IT Italy, LU Luxembourg, 

MC Monaco, NL Netherlands, PT Portugal, SE Sweden, and any other State which is a Contracting State of the European Patent 

Convention and of the PCT 

[3 OA OAPI Patent: BF Burkina Faso, BJ Benin, CF Central African Republic, CG Congo, CI Cote dUvoire, CM Cameroon, 
GA Gabon, GN Guinea, GW Guinea-Bissau, ML Mali, MR Mauritania, NE Niger, SN Senegal, TD Chad, TG Togo, and any 
other State which is a member State of OAPI and a Contracting State of the PCT other kind oj protection or treatment desired, 
specify on dotted line) 

National Patent (if other kind of protection or treatment desired, specify on dotted line): 

B AE United Arab Emirates Q 1^1^ 

3 AL Albania H LS 

lyj AM Armenia ^ LT 

I^AT Austria H LU 

E^AU Australia Ly 

Q AZ Azerbaijan jyi^ 

BI BA Bosnia and Herzegovina |g jyn) 

IS BB Barbados |g mG 

H BG Bulgaria 13 ivik The former Yugoslav Republic of Macedonia 

H BR Brazil 

H BY Belanis H MN Mongolia 

13 Canada gf mW Malawi 

H CH and LI Switzerland and Liechtenstein B MX Mexico 

& CN China H NO 

53 CR Costa Rica IS NZ 

EI CU Cuba H PL 

S3 CZ Czech Republic H PT 

IH I>E Germany g| j^q 

B3 Denmark g| 



Liberia 

Lesotho 

Lithuania 

Luxembourg 

Latvia 

Morocco 

Republic of Moldova 
Madagascar 



0 DM Dominica 



la SD 



la EE Estonia H SE 

S ES Spain g] SG 

BJ FI Finland CS SI 

^ GB United Kingdom Q SK 

12 GD Grenada tSI SL 

H GE Georgia gj TJ 

H GH Ghana g] tM 

H GM Gambia 0 TR 

la HR Croatia Ef TT 

H HU Hungary B TZ 



Norway 

New Zealand 

Poland 

Portugal 

Romania 

Russian Federation 

Sudan 

Sweden 

Singapore 

Slovenia 

Slovakia 

Sierra Leone 

Tajikistan 

Turkmenistan 

Turkey 

Trinidad and Tobago 

United Republic of Tanzania 

Ukraine 

Uganda 

United States of America . . 



S ID Indonesia SI UA 

0 IL Israel 8 UG 

IS IN India ^ US 

H IS Iceland 

K JP Japan H UZ Uzbekistan 

G3 KE Kenya H VN Viet Nam 

El KG Kyrgyzstan H YU Yugoslavia 

0 KP Democratic People's Republic of Korea .... B ZA South Africa . . 

B ZW Zimbabwe 

§5 KR Republic of Korea Check-boxes reserved for designating States which have 

[3 KZ Kazakhstan become party to the PCT after issuance of this sheet: 

H Algeria 

AG Antigua & Barbuda 



Saint Lucia 
Sri Lanka 



(3 LC 

a LK 

oa Mz . 

Precautionary Designation Statement: In addition to the designations made 

designations which would be permitted under the PCT except any designation(s) indicated in the Supplemental Box as being exclucbd 
from the scope of this statement. The applicant declares that those additional designations are subject to confirmation and that any 
designation which is not confimied before the expiration of 15 months from the priority date is to be regarded as withdrawn by the applicant 
at the expiration of that time limit. (Confirmation (including fees) must reach the receiving Office within the 1 5-month time limit.) 



^a§o\^ftfc\^^u:ant also makes under Rule 4.9(b) all other 



Form PCT/RO/IOI (second sheet) (January 2000) 



See Notes to the request form 




Sheet No. 



4 



Agent's Ref: 




333425-Ortho 



Supplemental Box 



If the Supplemental Box is not used, this sheet should not be included in the request 



J. If, in any of the Boxes, the space is insufficient to furnish all the information: in such case, write "Continuation of Box No. ..." 
[indicate the number of the Box] and furnish the information in the same manner as required accordingto the captions of the Bac in which 
the space was insufficient, in particular: 

(i) ifrnorethan two persons are involved as applicants and/or inventors and no "continuation sheet " is available: in such case, write 
'Continuation ojBox No. Ill " and indicate for each additional person the same type of information as required in Box No. III. The 
country of the address indicated in this Box is the applicant 's State (that is, country) of residence if no State of residenceis indicated 
below; 

(it) if in Box No. II or in any of the sub-boxes of Box No. Ill, the indication "the States indicated in the Supplemental Box** is checked: 
in such case, write "Continuation of Box No. 11" or "Continuation of Box No. Ill" or "Continuation of Boxes No. II and No. Ill" 
(as the case may be), indicate the name of the applicant(s) involved and, next to (each) such name, the State(s) (ami/or, where 
applicable, ARIPO, Eurasian, European or OAPI patent) for the purposes of which the named person is applicant; 

(Hi) if in Box No. II or in any of the sub-boxes of Box No. Ill, th e inventor or th e inventor/applicant is not inventor for th e purposes 
of all designated States or for the purposes of the United States of America in such case, write "Continuation of Box No. II " or 
' Continuation of Box No. Ill" or "(Continuation of Boxes No. II and No. Ill" (as the case may be), indicate the name of the 
inventor(s) and, next to (each) such name, the State(s) (and/or. where applicable, ARIPO, Eurasian, European or OAPI patent) far 
the purposes of which the named person is inventor; 

(iv) if, in addition to the agent(s) indicated in Box No. IV. there are further agents: in such case, write "Continuation of Box No. IV" 
and indicate for each further agent the same type of information as required in Box No. IV; 

(v) if in Box No. I ' the name of any State (or OAPI) is accompanied by the indication "patent of addition, " or "certificate of addition, " 
or if, in Box No. V, the name of the United States of America is accompanied by an indication "continuation ' or "continuation- 
in-part ": in such case, write "Continuation of Box No. V" and the name of each State involved (or OAPI), and after thje name of 
each such State (or OAPI), the number of the parent title or parent application and the date of grant of the parent title orfiling 
of the parent application; 

(vi) if in Box No. P7, there are more than three earlier applications whose priority is claimed' in such case, write "Continuation of 
Box No. VI" and indicate for each additional earlier application the same type of information as required in Box No. VI; 

(vii) if in Box No. 17, the earlier application is an ARIPO application- in such case, write "Continuation of Box No. VI", specify the 
number of the item corresponding to that earlier application and indicate at least one country party to the Paris Convention far 
the Protection of Industrial Property for which that earlier application was filed. 

2. If, with regard to the precautionary designation statement contained in Box No. V, the applicant wishes to exclude any State(s) from 
the scope of mat statement: in such case, write "Designation(s) excluded from precautionary designation statement" and indicate the 
name or two-letter code of each State so excluded. 

3. If the applicant claims, in respect of any designated Office, the benefits of provisions of the national law concemingnon-prejudicial 
disclosures or exceptions to lack of novelty: in such case, write "Statement concerning non-prejudicial disclosures or exceptions to lack 
of novelty" and furnish that statement below. 

Continuation to Box No . IV Agent 



WOODARD, Harold R. ; EMHARDT, C. David; NAUGHTON, Joseph A., Jr.; MORIARTY, 
John v.; McNETT, John C; HENRY, Thomas Q. ; DURLACHER, James M. ; REEVES, 
Charles R.; WAGNER, Vincent O. ; ZLATOS, Steve; BEREVESKOS, Spiro; BAHRET, 
William F.; BROWNING, Clifford W.; FRISK, R. Randall; LUEDERS, Daniel J.; 
GANDY, Kenneth A.; THOMAS, Timothy N. ; SISSELMAN, Kerry P.; JONES, Kurt N. ; 
ALLIE, John H.; BANTA, Holiday W. ; COLE, Troy J.; PAYNTER, L. Scott; LOWES, 
J. Andrew; MEYER, Charles J.; HARRIS, Darrin Wesley; SCHANTZ, Matthew R.; 
COY, Gregory B,; HIDAY, Lisa A.; DANILUCK, John V.; BROWN, Christopher A.; 
BRANNON, C. John; SCHWARTZ, Jason J.; USHER, Arthur J. IV; COLLIER, Douglas 
A.; MYERS, James B. Jr.; STEVENS, Scott J., and ROWE, James L., all of 
Woodard, Emhardt, Naughton, Moriarty & McNett, Bank One Center/Tower, Suite 
3700, 111 Monxament Circle, Indianapolis, Indiana 46204 United States of 
America 



Form PCT/RO/lOl (supplemental sheet) (July 1998; reprint July 1999) 



See Notes to the request form 



Sheet No. 



Agent ' s 



333425-Ort:ho 



Box No. VI PRIORITY CLAIM 



n Further priority claims are indicated in the Supplemental Box. 



Filing date 
of earlier application 
(day/mon th/year) 



Number 
of earlier application 



Where earlier application is: 



national application: 
country 



regional application:* 
regional Office 



international application: 
receiving Office 



item(l) (10.06.99) 
10 June 1999 



09/329,688 



US 



item (2) 



item (3) 



nn The receiving Office is requested to prepare and transmit to the International Bureau a certified copy 
^■"^ of the earlier application(s) (only if the earlier application was filed with the Office which for the 

purposes of the present international application is the receiving Office) identified above as item(s): ' ^ ' 



* Where the earlier application is an ARIPO application, it is mandatory to indicate in the Supplemental Box at least one country party to the Paris 
Convention for the Protection of Industrial Property for which that earlier application was filea (Rule 4J0(b)(ii)). See Supplemental Box. 



Box No. VII INTERNATIONAL SEARCHING AUTHORITY 



Choice of International Searching Authority (ISA) 
(if two or more International Searching Authorities are 
competent to carry out the international search, indicate 
the Authority chosen; the two-letter code may be used) : 

ISA/ us 



Request to use results of earlier search; reference to that search (if an earlier 
search has been carried out by or requested from the International Searching Authority): 



Date (day/month/year) 

10 June 1999 
(10.06.99) 



Number 

09/329,688 



Country (or regional Office) 
US 



Box No. Vin CHECK LIST; LANGUAGE OF FILING 



This international appHcation contains 
the following number of sheets: 

request : 5 

description (excluding 
sequence listing part) . : 3 6 

claims 9 

abstract 1 

drawings 15 

sequence listing part 

of description a. 



Total number of sheets 



66 



This international application is accompanied by the item(s) marked below: 

1 . Ixl fee calculation sheet 

2. □ separate signed power of attorney 

3. □ copy of general power of attorney; reference number, if any: 

4. □ statement explaining lack of signature 

5. □ priority document(s) identified in Box No. VI as item(s): 

6. Q translation of international application into (language): 

7. □ separate indications concerning deposited microorganism or other biological material 

8. Q nucleotide and/or amino acid sequence listing in computer readable form 

oX\i<ix (specify). Transmittal Letter (dup) 



Figure of the drawings which 
should accompany the abstract: 


Language of filing of the i ■ v 
international application: Engi 1 sn 


Box No. DC SIGNATURE OF APPLICANT OR AGENT 



Next to each signature, indicate the name of the person signing and the capacity in which the person signs (if such capacity isnot obvious from reading the request). 

Applicant (s) : Agent: 
ORTHODYNE, INC. ^^y^' // 

COLE, J. Dean X^O^^^^ 

KNOBLOCH, Carl A. X ^ f/' U/^-^ 

X KC3 . Andrew LOWES) 



1 . Date of actual receipt of the purported 
international application: 



For receiving Office use only ' 



3. Corrected date of actual receipt due to later but 
timely received papers or drawings completing 
the purported international application: 



4. Date of timely receipt of the required 
corrections under PCT Article 1 1(2): 



5. International Searching Authority ^ t 
(if two or more are competent): l^A / 



□ Transmittal of search copy delayed 
until search fee is paid. 



2. Drawings: 
I I received: 

I I not received: 



Date of receipt of the record copy 
by the International Bureau: 



For International Bureau use only . 



Form PCT/RO/lOl (last sheet) (July 1998; reprint July 1999) 



See Notes to the request form 



# 



This sheet is not part of and does not count as a sheet of the international application. 



PCX 



FEE CALCULATION SHEET 
Annex to the Request 



Applicant's or agent's 
file reference 



333425-Ortho 



For receiving Office use only 



International application No. 



Date stamp of the receiving Office 



Applicant 
ORTHODYNE, INC . , etal . 



CALCULATION OF PRESCRIBED FEES 



TRANSMITTAL FEE 



240 



SEARCH FEE 
International search to be carried out by 



450 



US 



(If h¥0 or more International Searching Authorities are competent in relation to the international 
application, indicate the name of the Authority which is chosen to cany out the international search.) 



application, indicate the name of the 

INTERNATIONAL FEE 
Basic Fee 

The international application contains 



sheets. 



10 



first 30 sheets .... 

36 X 

remaining sheets additional amount 

Add amounts entered at bl and b2and enter total at B . . . 
Designation Fees 

The international application contains S o designations. 

8 X 92 = 



427 



bl 



360 



b2 



787 



number of designation fees 
payable (maximum 10) 



amount of designation fee 



Add amounts entered at B and Dand enter total at I 

(Applicants from certain States are entitled to a reduction of 75% of the 
international fee. Where the applicant is (or all applicants are) so entitled, the 
total to be entered at I is 25% of the sum of the amounts entered at B and D.) 



1523 



4. FEE FOR PRIORITY IX)CUMENT (if applicable) 



15 P 



5. TOTAL FEES PAYABLE 

Add amounts entered at T, S, I and P,and enter total in the TOTAL box 



2228 



TOTAL 



I I The designation fees are not paid at this time. 



MODE OF PAYMENT 

authorization to charge 



I 1 authorization to charge 

I ^ I deposit account (see below) 

[xl cheque 

I I postal money order 



I I bank draft 
I I cash 

I I revenue stamps 



I I coupons 

I I other (specify): 



DEPOSIT ACCOUNT AUTHORIZATION (this mode of payment may not be available at all receiving Offices) 
The RO/ US [ | is hereby authorized to charge the total fees indicated above to my deposit account. 

rri (this check-box may be marked only if the conditions for deposit accounts of the receiving Office so permit) i 
LiU hereby authorized to charge any deficiency or credit any overpayment in the total fees indicated above to m 
deposit account. 

□ is hereby authorized to charge the fee for preparation and transmittal of the priority document to the International 
Bureau of WIPO to my deposit account. ^ 

23-3030 6/ ^ /J^-I^^^^"-- fp^^n./^ 



is 
my 



Deposit Account No. 



Date (day/ month/year) 



Signatyi^ J. Andrew LOWES #40 , 706 



Form PCT/'RO/lOl (Annex) (January 1999; reprint July 1999) 



See Notes to the fee calculation sheet 



i»ATENT COQPBRATEON THIRTY 



From the 

INTERNATIONAL PRELIMINARY EXAMINING AUTHORITY 



BRAD A. SCHEPERS 

WOODARD, EMHARDT. NAUGHTON, MORIARTY & 

MCNETT 

111 MONUMENT CIRCLE 

BANK ONE CENTER/TOWER, SUITE 3700 

INDIANAPOLIS. INDIANA 46204 


PCT 

WRITTEN OPn^ON 
(PCT Rule 66) 


Date of Mailine: ^ ^ , , ^ 
(day/month/ye^r) ^ ^ /^jJG 2001 


Applicant's or agent's file reference 
3334.25-ORTHO 


REPLY DUE . ^. 

withm TWO months 

from the above date of mailing 


International application No. 
PCT/US00/IS473 


International filing date (day/month/year) 
06 JUNE 2000 


Priority date (day/monih/year) 
10 JUNE 1999 


International Patent Classification (IPC) or both national classification and IPC 
TPC(7): A6IB 17/72 and US a.': 606/62 






Applicant 

ORTHODYNE. INC. 


Ei^TERED 





1. This written opinion is the ^'"^^ 



. (first, etc.) drawn by this International Preliminary Examining Authority. 



II 
III 



2. This opinion contains indications relating to the following items: 

I I x| Basis of the opinion 

[ I Priority 

I I Non-establishment of opinion with regard to novelty, inventive step or industrial applicability 

IV j j Lack of unity of invention 

^ Fxl ^f*®?"®** statement under Rule 66.2(a)(ii) with regard to novelty, inventive step or industrial applicability; 

• ' citations and explanations supporting such statement 

VI I j Certain documents cited 

VII I [ Certain defects in the international application 
VIII I I Certain observations on the international application 

S. The applicant is hereby invited to reply to this opinion. 

When? See the time limit indicated above. The applicant maj, before "&T c]Epiration o f tlfat t i me l imit, rc guco t t hio 

Authority to grant an cKtcnaion., flco Rule 6 6 .fl(d). 

How? By submitting a written reply, accompanied, where appropriate, by amendments, according to Rule 66.S. 

For the form and the language of the amendments, see Rules 66.8 and 66.9. 

For an additional opportunity to submit amendments, see Rule 66.4. 

For the examiner's obligation to consider amendments and/or arguments, see Rule 66.4 bis. 
For an informal communication with the examiner, see Rule 66.6. 
If no reply is filed, the international preliminary examination report will be established on the basis of this opinion. 

4. The final date by which the international preliminary 

examination report must be established according to Rule 69.2 is: 10 OCTOBER 2001 



Also 



L. GENE MANCENe"^ ^ 
Telephone No. (703) d08-S696 



Name and mailing address of the IPEA/US 

Oommiflsioner of Patents and Trademarks 
Box POT 

Wa^hijigton, D.O. 80S31 
Facsimile No. (703) 305>SSdO 



RECEIVED 



Form PCT/IPEA/408 (cover sheet) (July 1988)* 



AUG ? 2001 



Woodard. Emhardt. Naughton. 
Moriarty & McNatt . 



WRITTEN OPINION 



iiiibrnational application No. 

PCT/USOO/ 15473 



I. Basis of the opinion 



1. With reg^zd to the elements of the international application:''' 
I X I international application as originally filed 
the description: 



pages 
pages 
pages 



1-36 



NONE 



, as originally filed 

, filed with the demand 



NONE 



, filed with the letter of 



I x| the claims: 

pages 

pages 



37-45 



NONE 



, as originally filed 

. , as amended (together with any statement) under Article 19 



NONE 



papes 


NONE 


. filed with the letter of 




[ x| the drawings: 
pages 


1-15 




. as originally filed 


pages 


NONE 




, filed with the demand 


oaaes 


NONE 


. filed with the letter of 




X the sequence listing part 
Daaes NONE 


of the description: 


. as originally filed 


pages 


NONE 




. filed with the demand 


pages 


NONE 


. filed with the letter of 





2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in v^ch 
the international application was filed, unless otherwise indicated under this item 

These elements were available or fiimished to this Authority in the following language v^ch is: 

I I the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 
I I the language of publication of the international application (un^er Rule 48.3(b)). 

I I the language of the translation furnished for the pmposes of international preliminary examination (under Rules 55.2 and/ 
or 55.3). 

3. With regard to any nucleotide and/or amino add sequence disclosed in the international application, the written opinion was 

drawn on the basis of the sequence listing: 

□ contained in the international application in printed form. 

I I filed together with the international application in computer readable form. 

I I furnished subsequently to this Authority in written form. 

I I furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable fom:i is identical to the wnten sequence listing has 
' — ' been furnished. 

4 I x| The amendments have resulted in the cancellation of: 

I ^1 the description, pages ^^^^ 

[El the claims, Nos. NONE 



Hcl the drawings, sheets^ NONE 



5. I I This opinion has been drawn as if (some of) the amendments had not been made, since they have been considered to go 
beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)). 

* Replacement sheets which have beenjumished to the receiving Office in response to an invitation under Article 14 are referred to 

in this opinion as " originally filed". 
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WKITI'EN OPINION 



'"-i>>£t>rnationa] application No. 
PCT/USOO/ 15473 



V. Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1. statement 

Novelty (N) 



Claims 1-32, 34-37 and 4 1-4-8 
Glaiius 33 and 38-40 



NO 



Inventive Step (IS) 



daims i-3g, 34-37 and 41-48 
Claims 33 and 38-40 



YES 
NO 



Industrial Applicability (lA) 



Claims ^-^^ 



Claims NONE 



YES 
NO 



citations and explanations 
Claims 1-16 meet the criteria set out in PCI" Article 33(2 )-(4), because the prior art does not teach or fairly suggest a system 
for treating bone fractures, the system comprising an intramedullary nail defining an opening, said opening having an upper 
surface and a lower surface; a transverse member including a bone engaging portion and a connection portion, said connection 
portion defining a thru-hole, said nail being sized to pass through said thru-hole; and a pin selectively attached to said 
transverse member and operable to rigidly assemble said transverse member to said nail when said nail passes through said 
thru-hole and said pin is received within said opening. 

Claims 17-21 meet the criteria set out in PCT Article 33(2 )-(4), because the prior art does not teach or fairly suggest a 
device for treating bone fractures, the device comprising: an intramedullary nail defining an opening, said opening having 
an upper surface and a lower surface; a transverse member including means for engaging bone, said transverse member 
defming a thru-hole, said nail being sized to pass through said thru-hole; and means for locking said transverse member in 
position relative to said nail; said locking means including a pin sized to pass through said opening and rigidly assemble 
said transverse member to said nail. 



Claims 22-26 meet the criteria set out in PCT Article 3S(2)-(4), because the prior art does not teach or fairly suggest a 
method of treating a bone fracture, the method comprising: forming a first hole in a femur transverse to the medullary 
canal; introducing a transverse bone engaging member through the first hole, the bone engaging member including a thru- 
hole, the thru-hole being positioned adjacent the medullary canal; forming a second hole into the medullary canal; inserting 
an intramedullary nail into the medullary canal through the second hole, the nail passing through the thru^hole of the bone 
engaging member, the opening having an upper surface and a lower surface; and rigidly assembling the bone engaging 
member and the nail by passing a pin* selectively (Continued on Supplemental Sheet.) 



Form PCT/IPEA/408 (Box V) (July 1998)* 





y/T'y.i'national application No. 


WiU'iTEN OPINION 






PCT/USOO/ 154.73 



Supplemental Box 

(To be used when the space m any of the preceding boxes is not sufficient) 



Continuation of: Boxes I - VHI 



Sheet 10 



TIME LIMIT: 

The time limit set for response to a Written Opinion may not be extended. 37 CPR 1.484(d), Any response 
received after the expiration of the time limit set in the Written Opinion will not be considered in preparing the International 
Preliminary Examination Report. 



V. 2. REASONED STATEMENTS - CITATIONS AND EXPLANATIONS (Continued): 
coupled to the bone engaging member into the opening of the nail. 

Claims 27-32 meet the criteria set out in PCT Article 33(2)-(4), because the prior art does not teach or fairly suggest a system 
for treating bone fractures, the system comprising: an intramedullary nail having a first end portion opposite a second end 
portion along a longitudinal axis, said first end portion including an opening extending through said nail and having a Hrst 
angled surface aligned at a first oblique angle relative to said longitudinal axis; a sleeve configured to fit over said first end 
portion of said nail, said sleeve including a set of apertures positioned on opposite sides of said sleeve, said set of apertures 
and said opening aligned to form a first passageway bounded on one side by said first angled surface when said sleeve is fitted 
over said first end portion; and a bone engaging member configured to be slidably received within said first passageway, said 
bone engaging member establishing an abutting relationship with said first angled surface when positioned within said first 
passageway. 

Claims 33 and 38-40 lack novelty under PCT Article 33(2) as being anticipated by Kim. Kim teaches a bi-directional bi- 
positional universal dynamic compression device one embodiment of which includes a rod 100 having two double cam slots 
102 and 102. Bach of the slots 102 and 104 is formed with two opposing cam surfaces 120 and 122 and 124 and 126 
respectively. 

Claims 34-37 meet the criteria set out in PCT Article 33(2)-(4). because the prior art does not teach or fairly suggest a bone 
fracture treatment apparatus comprising: an elongated intramedullary nail having a longitudinal axis and a transverse axis 
generally perpendicular to the longitudinal axis, said nail defining a transverse opening therethrough, said opening extending 
along the transverse axis from a first side of said nail to an opposite second side of said nail, said opening being bounded by 
an upper surface and an opposite lower surface, one of said upper and lower surfaces defining a first projection between said 
first side and said second side, said first projection extending in a longitudinal direction to narrow a dimension of said opening 
along the longitudinal axis; the apparatus further comprising a sleeve with first and second apertures positioned on opposite 
sides of said sleeve and configured to align with said opening to form a passageway, said passageway following a pathway 
from one of said apertures to the other of said apertures, said pathway being oriented at an oblique angle to the longitudinal 
axis. 

Claims 41-44 meet the criteria set out in PCT Article 33{2)-(4). because the prior art does not teach or fairly suggest a system 
for treating bone fractures, the system comprising: an intramedullary nail defining a longitudinal axis and a transverse axis 
generally perpendicular to the longitudinal axis and transverse axis generally perpendicular to the longitudinal axis, said nail 
defining an opening therethrough along the transverse axis, said opening bounded by a bearing surface; a sleeve defining a 
pair of apertures on opposite sides of said sleeve, each of said apertures defining an engaging surface, said apertures and said 
opening aligned to form a passageway when said sleeve is fitted over said iiail; a bone engaging member sized to pass through 
said passageway; and means for biasing said sleeve in a longitudinal direction to firmly engage said engaging surface of at 
least one of said apertures against said bone engaging member and clamp said bone engaging member to said bearing surface 
of said opening. 

Claims 45-48 meet die criteria set out in PCT Article 33(2)-(4). because the prior art does not teach or fairly suggest a system 
for treating bone fractures, the system comprising: an intramedullary nail defining a longitudinal axis, said nail defining an 
elongated, longitudinal opening laterally extending therethrough, and a longitudinal passage intersecting said opening; a bone 
engaging member sized to pass through said opening; and a positioning device disposed in said passage, the position of said 
device being adjustable along the longitudinal axis of said nail to move said bone engaging member passing through said slot 
and compress or distract said bone fracture. 



NEW CITATIONS 

NONE 
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The applicant is hereby notified that the international search report has been established and is transmitted herewith. 
Filing of amendments and statement under Article 19: 

The applicant is entitled, if he so wishes, to amend the claims of the International application (see Rule 46): 

When? The time limit for filing such amendments is normally 2 months from the date of transmittal of the 
international search report; however, for more details, see the notes on the accompanying sheet. 

Where? Directly to the International Bureau of WIPO 
34, chemin des Colombettes 
1211 Geneva 20, Switzerland 
Facsimile No.: (41-22) 740.14.35 

For more detailed instructions, see the notes on the accompanying sheet. 



2. 1 I The applicant is hereby notified that no international search report will be established and that the declaration under 
« — I Article 17(2)(a) to that effect is transmitted herewith. 

3. Q With regard to the protest against payment of (an) additional fee(s) under Rule 40.2-, the applicant is notified that: 

I I the protest together with the decision thereon has been transmitted to the International Bureau together with the 
I — " applicant's request to forward the texts of both the protest and the decision thereon to the designated Offices. 

j I no decision has been made yet on the protest; the applicant will be notified as soon as a decision is made. 



4. Further action(s): The applicant is reminded of the following: 

Shonly after 18 months from the priority date, the international application will be published by the International Bureau. If 
the applicant wishes to avoid or postpone publication, a notice of withdrawal of the international application, or of the 
priority claim, must reach the International Bureau as provided in rules 90 bis 1 and 90 bis 3, respectively, before the 
completion of the technical preparations for international publication. 

Within 19 months from the priority date, a demand for international preliminary examination must be filed if the applicant 
wishes to postpone the entry into the national phase until 30 months from the priority date (in some Offices even later). 

Within 20 months from the priority date, the applicant must perform the prescribed acts for entry into the national phase before 
all designated Offices which have not been elected in the demand or in a later election within 19 months from the priority 
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International application No. 
PCT/USOO/15473 

Applicant 


International filing date (day/month/year) 
06 JUNE 2000 


(Earliest) Priority Date (day/momh/year) 
10 JUNE 1999 



This international search report consists of a total of j^fTheets. 
I B accompa nied by a copy of each prior art document cited in this report. 

I I. Basis of the report ' ' - 

n contained in the international application in written form. 

□ filed together with the international application in computer readable form. 
Q fiiraished subsequently to this Authoiity in wiinen fonn. 

□ ft'niished subsequently to this Authority in computerieadable fonn. 

□ the statement that the subsequently furnished written sequence listing does not go beyond the disclosure in 

^' CH Certain claims were found unsearchable (See Box I). 

3. U Unity of invention is lacking (See Box 11). 

4. With regard to the title, 

I Q the text is approved as submitted by the applicant. 

^^^^ established by this Authority to read as follows: 

5. With regard to the abstract, 
[xj the text is approved as submitted by the applicant. 

^ BoX SeSicfnf T''^'''^ '° ^"'^ ^^'^ ^ appears in 

6. The figure of the drawings to be published with the abstract is Figure No. _]_ 
I I as suggested by the applicant. 

□ because the applicant failed to suggest a figure. D 
[x] because this figure bener characterizes the invention. 
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1-48 

1-48 
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c^,T"h''^ the claimed invention cannot be 
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when the document is taken alone 'nventive step 

H*""'/^ particular relevance; the claimed invention cannot be 
considered to involve an inventive step when the dociim«n u 
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being obvious to a person skilled in the art ^^omoiniiiion 
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The following person is |x | agent | | common representative 

and |x I has been appointed earlier and represents the applicant(s) also for international preliminary examination. 

I I is hereby appointed and any earlier appointment of (an) agent(s)/common representative is hereby revoked. 

I I is hereby appointed, specifically for the procedure before the International Preliminary Examining Authority, in addition to 
the agent(s)/common representative appointed earlier. 



Name and address: (Family name followed by given name: for a legal entity, full official design 
, . „ , The address must include postal code and name of country.) 
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Statement concerning amendments:* 

1 . The applicant wishes the international preliminary examination to start on the basis of: 

the international application as originally filed 
the description as originally filed 

I I as amended under Article 34 

the claims |^ as originally filed 

I I as amended under Article 19 (together with any accompanying statement) 
I I as amended under Article 34 

the drawings as originally filed 

I I as amended under Article 34 

2. I I The applicant wishes any amendment to the claims under Article 19 to be considered as reversed. 

3. I [ The applicant wishes the start of the international preliminary examination to be postponed until the expiration of 20 months 
from the priority date unless the International Preliminary Examining Authority receives a copy of any amendments made 
under Article 19 or a notice from the applicant that he does not wish to make such amendments (Rule 69.1(d)). (This check- 
box may be marked only where the time limit under Article 19 has not yet expired.) 

Where no check-box is marked,- international preliminary examination will start on the basis of the international application 
as originally filed or, where a copy of amendments to the claims under Article 19 and/or amendments of the international application 
under Article 34 are received by the International Preliminary Examining Authority before it has begun to draw up a written opinion 
or the international preliminary examination report, as so amended. 



Language for the purposes of uiternational preliminary examination: English 

[x~| which is the language in which the international application was filed. 
I I which is the language of a translation furnished for the purposes of international search. 
I I which is the language of publication of the international application. 

I I which is the language of the translation (to be) furnished for the purposes of international preliminary examination. 



Box No. V ELECTION OF STATES 



The applicant hereby elects all eligible States (that is, ail States which have been designated and which are bound, by Chapter U of 

thePCT) 

excluding the following States which the applicant wishes not to elect: 
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The demand is accompanied by the following elements, in the language referred to in 
Box No. rv, for the purposes of international preliminary examination: 


For International Preliminary 
Examining Authority use only 

received not rieceived 


1 . translation of international application 


sheets 


□ 


□ 


2. amendments under Article 34 


sheets 


□ . 


□ 


3. copy (or, where required, translation) of 
amendments under Article 19 


sheets 


□ 


□ 


4. copy (or, where required, translation) of 
statement under Article 19 


sheets 


□ 
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5. letter 


^ sheets 


□ 
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6. other (specify) 


sheets 


□ 
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I. [x 1 fee calculation sheet 


4. 1 I statement explaining lack of signatui 


e 


2. I 1 separate signed power of attorney 

3 . 1 1 copy of general power of attorney; 
— reference number, if any : 


5. 1 1 nucleotide and or amino acid sequence listing in 

' computer readable form 

6. 1 1 other (specify}: 
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Afetf to each signature, indcate the name of the person signing and the capaaty in which the person signs fif siich capacity is not obvious Jrom reading the demamO. 
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1 . Date of actual receipt of DEMAND: 



2. Adjusted date of receipt of demand due 
to CORRECTIONS under Rule 60. 1(b): 



3 I I The date of receipt of the demand is AFTER the expiration of 19 months 
I 1 from the priority date and item 4 or 5, below, does not apply. 



□ The applicant has been 
informed accordingly. 



A I I ^^^^ receipt of the demand is WITHIN the period of 19 months from the priority date as extended by virtue of 

^ I I Rule 80.5. 



□ Although the date of receipt of the 
is EXCUSED pursuant to Rule 82. 



demand is aHer the expiration of 19 months from the priority date, the delay in arrival 
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handling fee.) 
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The EPEA/ US | | is hereby authorized to charge the total fees indicated above to my deposit account. 

E(this check-box may be marked only if the conditions for deposit accounts of the IPEA so permit) is hereby 
authorized to charge any deficiency or credit any overpayment in the total fees indicated' above to 
my deposit account. 
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received widiin the opening. 
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FIELD OF THE INVENTION 
The present invention is directed to techniques for treating bone fractures. 
Specifically, but not exclusively, the invention relates to a system for treating a 
variety of typical femoral fractures using a uniform intramedullary rod design. 



The femur generally comprises an elongated shaft extending from the hip to 
the knee. The proximal end of the femoral shaft includes a neck segment 
connected to a head portion. The head portion fits into a concavity of the hip bone 
to form a ball and socket joint at the hip. The distal end of the femoral shaft 
engages the upper end of the tibia to form the knee joint. Overall, the femur is one 
of the longest and strongest bones in the human body; however, portions of the 
femur are extremely susceptible to fracture. 

Internal fixation of femoral fractures is one of the most common orthopedic 
surgical procedures. Many different types of femoral fractures are encountered in 
practice, including fractures of the femoral neck, midshaft, and distal regions. 
When the femur is fractured, treatment requires that the fractured bone be 
substantially immobilized and held together in an abutting relationship during the 
healing process. Any longitudinal, transverse, or rotational movement of one 
section of the fractured bone relative to the other can cause substantial delay in 
healing time or cause improper healing to occur. In general, two different internal 
fixation approaches have been used to immobilize the area surrounding the fracture 
site. 

One approach involves driving metallic pins through the two sections of 
bone to be joined and connecting them to one or more plates bearing against the 
extemal surface of the bones. However, such an arrangement injures the fiesh and 
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muscle surrounding the bones and a large number of pins driven through the bone 
tend to weaken its hard outer layer. Plates also tend to stress the bone and are not 
always able to bear sufficient stress for many femoral fracture applications. 

Further, bone beneath the plate does not always become as strong as it 
would in the absence of the plate. A second approach to treating femoral fractures 
involves the use of an intramedullary nail which is inserted into the medullary 
canal of the femur and affixed therein by a number of different methods. After 
complete healing of the bone at the fracture site, the nail may be removed through 
a hole drilled in the proximal end of the femur. A wide variety of devices have 
been developed over the years for use in the internal fixation of femoral fi-actures 
utilizing the method of intrameduUar stabilization and immobilization. While there 
have been a number of technological advances made within the area of 
intramedullary fixation of femoral fractures, several problem areas remain. 

One such problem arises from the fact that most intramedullary fixation 
systems currently available are adapted to a specific type of femoral fracture, 
resulting in a large number of highly specialized configurations. This has led to 
the disadvantageous consequence that hospitals and trauma centers have to keep a 
large inventory of incremental nail lengths with varying configurations and 
ancillary parts in order to accommodate a random and diverse incoming patient 
population. Maintaining such a high level of inventory to handle all expected 
contingencies is not only complex, but is also very expensive. Correspondingly, 
the possibility of error during selection and implantation of the fixation device by 
the surgeon is elevated. Likewise, the inventory costs associated with varying 
methods of intramedullary fixation are drastically increased and, in the case of 
smaller medical facilities, may necessitate switching to a less costly and potentially 
less effective method of treating femoral fractures. 

Another problem may result from intramedullary rod systems used to 
specifically treat fractures of the neck or head of the femur. These devices 
typically include a transverse fixation member (nail, pin, screw, etc.) adapted to be 
positioned along the longitudinal axis of the femoral neck with its leading end 
portion embedded in the femoral head so as to grip the femoral head and thereby 
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stabilize the fracture site. The fixation member is operably connected to the 
intramedullary rod to maintain a fixed relationship between the fixation member 
and the rod. Unfortunately, this structural connection does not always prevent 
rotational or translational movement of the fixation member relative to the 

5 intramedullary rod in response to forces commonly resulting from the normal 
activity of a convalescing patient. Additionally, the intramedullary rods used in 
these devices are typically specialized for use with this single fixation application 
and can not be used in other applications. Therefore, the costs associated with 
maintaining increased levels of inventory are substantially increased. Furthermore, 

0 if it is desired to vary the angle of the fixation member relative to the rod, 

substantial modifications must typically be made to either the fixation member or 
the rod member to accommodate for such an angular variation, again driving up 
inventory levels and associated inventory costs. 

In still another problem area, on occasion, it is necessary to use transverse 

5 locking bone screws to lock the rod into position relative to the femur. In order to 
prevent the screws from backing out, locking nuts can be threaded onto the distal 
ends of the locking screws. Unfortunately, the installation of locking nuts onto the 
ends of the locking screws requires additional surgical incisions and commonly 
causes soft tissue irritation. 

10 In yet another problem area, when an intramedullary rod is inserted into the 

medullary canal and anchored to the femur by two or more bone screws, despite 
the best efforts of the surgeon, the fracture site may have either been over- 
compressed or over-distracted as a result of the insertion of the rod. Unfortunately, 
with conventional intramedullary rods, it is virtually impossible to adjust the 

15 amount of distraction or compression without first removing one or more of the 
bone screws and manually distracting or compressing the fracture site. The 
intramedullary rod must then be re-anchored to the femur by reinserting the bone 
screws at different positions along the femur. 

Thus, there is a demand for bone treatment techniques to address these 

\0 problems. The present invention meets this demand and provides other benefits 
and advantages in a novel and unobvious manner. 
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The present invention is directed to techniques for treating bone fractures. 
Various aspects of the invention are novel, nonobvious and provide various 
advantages. While the actual nature of the invention covered herein can only be 
determined with reference to the claims appended hereto, selected forms and 
features of the preferred embodiment as disclosed herein, are described briefly as 
follows. 

One form of the present invention includes treating a bone fracture with a 
nail that defines an opening and a transverse member including a bone engaging 
portion and a connection portion. The connection portion defines a through-hole 
and the nail is sized to pass through the through-hole. A pin is adjustably coupled 
to the transverse member to rigidly assemble the transverse member to the nail. 

In a further form of the present invention, a method of treating a bone 
fracture includes forming a first hole in a femur transverse to the medullary canal 
and introducing a transverse member through the first hole. The transverse 
member includes a through-hole that is positioned relative to the medullary canal 
of the femur, and is preferably aligned therewith. The method further includes 
forming a second hole intersecting the medullary canal and inserting an 
intramedullary nail into the medullary canal via the second hole. The nail passes 
through the through-hole of the transverse member. The nail may include an 
opening aligned with the transverse member to facilitate rigid assembly to the 
transverse member by positioning a pin coupled to the transverse member in the 
nail opening. 

In still another form of the present invention, a system for treating bone 
fractures includes a nail having a first end portion opposite a second end portion 
along a longitudinal axis. The first end portion defines an opening extending 
through the nail and has an angled surface oriented at an oblique angle relative to 
the longitudinal axis of the nail. Also included is a sleeve that includes a pair of 
apertures positioned on opposite sides of the sleeve. The apertures and the opening 
align to form a passageway when the sleeve is fitted over an end portion. A bone 
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engaging member is received within the passageway in an abutting relationship 
with the angled surface. 

In yet another form of the present invention, a bone fracture treatment 
apparatus includes an elongated nail having a longitudinal axis and a transverse 
axis generally perpendicular to the longitudinal axis. The nail defines a transverse 
opening extending along the transverse axis with the opening being bound by an 
upper surface and an opposite lower surface. At least one of the upper or lower 
surface defines a projection extending in a longitudinal direction to thereby narrow 
a dimension of the opening within the nail. The nail opening, and projection may 
be arranged to cooperate with one or more other members suitable to treat a 
particular type of bone fracture, such as a fracture of the femur. 

According to another form of the present invention, a system for treating 
bone fractures includes a nail defining a longitudinal axis, a transverse axis and an 
opening extending along the transverse axis with the opening being bound by a 
bearing surface. Also included is a sleeve having a pair of apertures positioned on 
opposite sides thereof. The apertures and the opening are aligned to form a 
passageway when the sleeve is fitted over the nail. A bone engaging member is 
sized to pass through the passageway.* Additionally, the system may include a 
means for biasing the sleeve in a longitudinal direction to clamp the bone engaging 
member against the bearing surface. 

Still a further form of the present invention includes a technique for treating 
bone fractures with a nail that defines a longitudinal axis, an elongated opening 
extending therethrough, and a longitudinal passage intersecting the opening. A 
bone engaging member passes through the opening and a positioning device is 
provided that may be adjusted to change position of the bone engaging member 
along the longitudinal axis relative to the nail when the member is positioned 
through the nail opening. This device may be utilized to facilitate compression or 
distraction of a bone fracture. 

Accordingly, one object of the present invention is to provide an improved 
bone fracture treatment system. Preferably, this system may be used to treat 
fractures of the femur. 
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Additionally or alternatively, another object is to provide an improved 
method of treating bone fractures, particularly fractures of elongated bones such as 
the femur. 

Additionally or alternatively, still another object is to reduce the complexity 
5 and inventory costs associated with treating bone fractures. 

Other objects, features, forms, embodiments, aspects, advantages and 
benefits of the present invention will become apparent to persons of ordinary skill 
in the art from the following written description and accompanying figures. 
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Fig. 1 is a side view, partly in section, of a rod system of the present 
invention with a transverse member shown in an antegrade position. 

Fig. 2 is a side view, partly in section, of the system of Fig. 1 with the 
transverse member in a retrograde position. 

Fig. 3 is a partial side view of the proximal end portion of the rod of Figs. 1 

and 2. 

Fig. 4 is a partial side view of the sleeve of Figs. 1 and 2. 

Fig. 5 is a partial, sectional side view of the proximal end portion of the 
rod shown in Fig. 3 and the sleeve of Fig. 4 assembled together with the locking 
member of Figs. 1 and 2. 

Fig. 6 is a side view, partly in section, of another rod system of the present 
invention implanted in the neck and head of a femur. 

Fig. 7 is a partial, sectional side view of the proximal end portion of the 
system of Fig. 6. 

Fig. 8 A is a side view of the fixed angle pin of Fig. 7. 

Fig. 8B is an end view of the fixed angle pin of Fig. 7. 

Fig. 9 is a partial, sectional side view of the proximal end of yet another 
system of the present invention having a variable angle pin positioned at 135 
degrees relative to a rod. 

Fig. lOA is a side view of the leading portion of the variable angle pin of 

Fig. 9. 

Fig. lOB is an end view of the leading portion of the variable angle pin of 
Fig. 9 taken along view Une lOB-lOB of Fig. lOA. 

Fig. 1 1 A is a side view of the trailing portion of the variable angle pin of 

Fig. 9. 

Fig. 1 IB is an end view of the trailing portion of the variable angle pin of 
Fig. 9 taken along view line 1 IB- 1 IB of Fig. 1 1 A. 

Fig. 12 is a partial, sectional side view of the proximal end of the system of 
Fig. 9 showing the variable angle pin at 140 degrees relative to the rod. 
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Fig. 13 is a side view, partly in section, of still another rod system of the 
present invention illustrating implantation of an intramedullary nail inserted in a 
retrograde direction. 

Fig. 14 is a partial, sectional side view of the proximal end portion of a 
5 further system of the present invention. 

Fig. 15 is a side view, partly in section, of another rod system of the present 
invention for performing distraction of a bone fracture. 

Fig. 16 is a partial, sectional side view of the proximal end portion of the 
rod of Fig. 15. 

10 Fig. 17 is a partial, sectional side view of the proximal end portion of the 

system of Fig. 15, illustrating a first operational position. 

Fig. 18 is a partial, sectional side view of the proximal end portion of the 
system of Fig. 15, illustrating a second operational position. 

Fig. 19 is a side view, partly in section, of an additional intramedullary rod 
15 system of the present invention for performing compression of a bone fracture. 

Fig. 20 is a partial, sectional side view of the proximal end portion of the 
system of Fig. 19, illustrating a first operational position. 

Fig. 21 is a partial, sectional side view of the proximal end portion of the 
system of Fig. 19, illustrating a second operational position. 
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DESCRIPTION OF THE PREFERRED EMBODIMENTS 

For the purposes of promoting an understanding of the principles of the 

5 invention, reference will now be made to the embodiments illustrated in the 
drawings and specific language will be used to describe the same. It will 
nevertheless be understood that no limitation of the scope of the invention is 
thereby intended, any alterations and further modifications in the illustrated 
embodiments, and any further applications of the principles of the invention as 

0 illustrated therein being contemplated as would normally occur to one skilled in 
the art to which the invention relates. 

Figs. 1-2 depict intramedullary system 10 according to one embodiment of 
the present invention. System 10 is shown implanted in femur 12 and includes an 
elongated intramedullary rod or nail 14, sleeve 16 and bone engaging member 18. 

5 System 10 also includes fasteners 20 and locking bone screws 22a, 22b. Fig. 1 
illustrates system 10 as used in a first locking configuration with bone engaging 
member 18 placed in an antegrade direction within femur 12. Fig. 2 illustrates a 
second locking configuration of system 10; where bone engaging member 18 is 
placed in a retrograde position within femur 12. The tip of the greater trochanter 

0 12a, the neck 12b, and the head 12c of femur 12 are designated in Figs. 1 and 2. 
Although system 10 is shown implanted in a human femur 12, system 10 could 
also be used in conjunction with other bones as would occur to one skilled in the 
art, including, but not limited to, the tibia, humerus, radius, ulna and fibula. 

Nail 14 includes a proximal end portion 14a and a distal end portion 14b. 

5 Nail 14 also defines a longitudinal centerline axis Li mnning along the length of 
nail 14 between proximal end portion 14a and distal end portion 14b. For 
application to an adult human femur, proximal end portion 14a preferably has a 
diameter of about 11-13 millimeters. The diameter of the remainder of nail 14 may 
vary depending upon the requirements of the fixation procedure and the surgeon's 

0 preference. While nail 14 has a generally circular cross section, other suitable 
shapes are also contemplated as would occur to one skilled in the art. 
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Referring additionally to Figs. 3-5, portion 14b of nail 14 defines generally 
parallel transverse bores 24a, 24b, each sized to respectively receive locking bone 
screws 22a, 22b therein. Distal end portion 14b also defines transverse bore 24c, 
aligned generally perpendicular to transverse bores 24a, 24b and sized to receive 
5 locking bone screw 22c (not shown). Proximal end portion 14a defines an opening 
26 and a threaded transverse bore 28, both extending through nail 14 generally 
transverse to axis L] from a first side 14c to a second side 14d. Side 14c generally 
opposes side 14d. Proximal end portion 14a also defines threaded longitudinal 
bore 29 generally extending along axis Li for receiving nail insertion and 

10 extraction instrumentation (not shown) used to guide nail 14 into and out of femur 
12. Nail 14 also defines a longitudinal passage 30 intersecting bore 29 and 
extending generally along axis Li to allow for the optional use of a guide wire (not 
shown) to aid in the insertion of nail 14 into femur 12. 

Referring more specifically to Figs. 3 and 5, opening 26 is bound by lower 

15 surface 31 opposite upper surface 32. Lower surface 31 includes a first angled 
surface 31a oriented generally parallel to transverse axis Ti. Upper surface 32 
includes a second angled surface 32a offset from first angled surface 31a along 
axis Ti. Angled surfaces 31a, 32a are generally parallel to transverse axis Ti. 
Transverse axis Ti is aligned at an oblique angle ai relative to longitudinal axis Li 

20 of nail 14. Angle tti is preferably in a range of about 120-150 degrees, with the 
more preferred angle being about 135 degrees. First angled surface 31a and 
second angled surface 32a cooperate to define pathway 33 generally oriented at 
angle aj relative to axis Li. First pathway 33 is sized to receive bone engaging 
member 18 therethrough. 

25 Lower surface 31 also includes a third angled surface 31b aligned generally 

parallel to transverse axis Ta. Upper surface 32 also includes a fourth angled 
surface 32b generally offset from third angled surface 31b along axis T2 that is also 
generally parallel to transverse axis T2. Comparing to Fig. 2, transverse axis T2 is 
also aligned at an oblique angle 02 relative to longitudinal axis Li of nail 14. 

30 Angle a2 is preferably in a range of about 120-150 degrees, with the more 

preferred angle being about 135 degrees. Third angled surface 31b and fourth 
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angled surface 32b cooperate to define pathway 34 generally oriented at angle 0L2 
relative to axis Li. Second pathway 34 is sized to receive bone engaging member 
18 therethrough. 

First angled surface 31a and third angled surface 31b cooperate to define a 
5 first projection 35 extending in a longitudinal direction which narrows a dimension 
of opening 26 within nail 14 along axis Li. Sinciilarly, second angled surface 32a 
and fourth angled surface 32b cooperate to define a second projection 36 extending 
in a longitudinal direction generally opposite first projection 35 to further narrow a 
dimension of opening 26 within nail 14 along axis Li. In a preferred embodiment, 

10 each projection 35, 36 defines an apex, resulting in a convergent-divergent throat 
36a about midway between sides 14c and 14d of nail 14. However, first projection 
35 and second projection 36 could alternatively define any other geometric 
configuration as would occur to those skilled in the art. For example, first 
projection 35 and second projection 36 could be rounded. Likewise, in other 

15 alternative embodiments, one or more of projections 35, 36 may be absent. While 
angled surfaces 31a, 31b, 32a, 32b are generally concave to compliment member 
18, other shapes are also contemplated as would occur to those skilled in the art. 
For example, angled surfaces 31a, 31b, 32a, 32b could be flat or have other 
configurations corresponding to the outer surface of bone engaging member 18. 

20 Referring to Fig. 4, sleeve 16 of system 10 is illustrated therein. Sleeve 16 

has a generally cylindrical shape and defines a proximal end 16a, a distal end 16b 
and a side wall 37. Sleeve 16 is sized to fit over the proximal end of nail 14 as 
shown in Fig. 3. Distal end 16b is therefore open to allow for passage of proximal 
end portion 14a therethrough. Sleeve 16 also defines an inwardly tapered edge 38, 

25 terminating at distal end 16b, to permit easy sliding of sleeve 16 through bone. 

Proximal end 16a defines an opening 39 to permit access to threaded bore 29, and 
thus allow for passage of nail insertion and extraction instramentation (not 
shown). Side wall 37 defines offset apertures 40a, 40b positioned on opposite 
sides of sleeve 16. Apertures 40a, 40b are generally circular and are aligned and 

30 sized to receive bone engaging member 18 therethrough. Side wall 37 further 
defines opposing transverse apertures 42a, 42b positioned on opposite sides of 
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sleeve 16. Apertures 42a, 42b are generally circular and are aligned and sized to 
receive fastener 20 therethrough. 

Referring to Fig. 5, therein is illustrated bone engaging member 18. Bone 
engaging member 18 includes a proximal end portion 18a and a distal end portion 
5 18b. Bone engaging member 18 has a generally circular cross section and 

preferably has a diameter of about S.S-6.5 millimeters for applications treating 
fractured adult human femurs. Distal end portion 18b includes a means for fixedly 
engaging and gripping bone 44. Bone engaging member 18 may be a bone screw 
having a threaded distal end portion 18b as shown in Fig. S, or a bone blade having 

10 distal end portion 18b formed from a plate with a helical twist (not shown). 

Alternately, distal end portion 18b may be otherwise configured for engaging bone 
as would occur to those skilled in the art. 

As illustrated in Fig. 5, when sleeve 16 is fitted over proximal end portion 
14a of nail 14, apertures 40a, 40b of sleeve 16 are positioned to align with opening 

15 26 of nail 14, and register with pathway 33 along transverse axis Ti. Collectively, 
apertures 40a, 40b and opening 26 define passageway SO coincident with pathway 
33. Passageway SO is bound on one side by first angled surface 31a and on another 
side by second angled surface 32a. As bone engaging member 18 is slidably 
received within passageway SO and guided along transverse axis Ti, bone engaging 

20 member 1 8 forms an abutting relationship with either or both of first and second 
angled surface 31a, 32a. This relationship may be load bearing in nature. Bone 
engaging member 18 is sized relative to passageway SO so that its rotational 
position about axis Li and its translational position along axisLi are generally fixed 
when positioned therethrough. 

25 As illustrated in Fig. 5, when sleeve 16 is fitted over proximal end portion 

14a of nail 14, apertures 42a, 42b of sleeve 16 are aligned with bore 28 of nail 14. 
A fastener 20 is passed through aperture 42a and threaded into bore 28 to thereby 
releasably secure sleeve 16 to nail 14. Another fastener 20 is passed through 
aperture 42b and threaded into bore 28 to further secure sleeve 16 to nail 14. 

30 While two fasteners 20 are shown to releasably secure sleeve 16 to nail 14, it is 
also contemplated that a single fastener may be used to sufficiently secure sleeve 
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16 to nail 14. To avoid interfering with the optional use of a guide wire (not 
shown) to aid in the insertion of nail 14 into femur 12, fastener 20 has a length 
which penetrates bore 28 far enough to secure sleeve 16 to nail 14, but without 
obstructing longitudinal passage 30. In still other embodiments, one or more of 
5 fasteners 20, bore 28, and apertures 42a, 42b may not be utilized at all. 

Notably, by rotating sleeve 16 180 degrees relative to nail 14, system 10 
may be reconfigured from an antegrade orientation of bone engaging member 18 to 
a retrograde orientation, or vice-versa. Similarly, regardless of which locking 
configuration is used, the same components of system 10 can be used to treat either 

10 a left or right femur by simply rotating sleeve 16 180 degrees relative to nail 14. 
As a result, apertures 40a, 40b of sleeve 16 are repositioned to align with pathway 
34 through opening 26 of nail 14 along transverse axis T2. Collectively, apertures 
40a, 40b and opening 26 define passageway 52 which is coincident with pathway 
34. Passageway 52 is bound on one side by third angled surface 31b and on 

15 another side by fourth angled surface 32b (see Figs. 2 and 5). As bone engaging 
member 18 is slidably received within passageway 52 and guided along transverse 
axis T2, bone engaging member 18 forms an abutting relationship with either or 
both of the third and fourth angled surfaces 31b, 32b. Preferably, this relationship 
is suitable for load bearing, and generally fixes member 18 with respect to rotation 

20 about axis Li or translation along axis Li . 

In other embodiments of system 10, the angular alignment of bone 
engaging member 18 relative to axis Li may be varied by changing the 
configuration of sleeve 16. More specifically, apertures 40a, 40b can be aligned at 
an angle other than aj . In these embodiments, first passageway 50 does not fall 

25 along transverse axis Ti of nail 14. Thus, as bone engaging member 18 is slidably 
received within first passageway 50, bone engaging member 18 will contact either 
first projection 35 or second projection 36, but will not form an abutting 
relationship with first angled surface 31a or second angled surface 32a. However, 
the alternative arrangement is still suitable to fix bone engaging member 18 axially 

30 and rotationally relative to nail 14. 
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Referring again to Figs. 1 and 2, a femur implantation procedure 
corresponding to system 10 is next described. The implant procedure generally 
includes forming a longitudinal hole into, and generally parallel with, the 
medullary canal from a position slightly medial to the tip of the greater trochanter 

5 12a. The longitudinal hole is sized to receive nail 14 therethrough. Preferably, the 
longitudinal hole is formed by drilling. Sleeve 16 is fitted over proximal end 
portion 14a of nail 14 and sleeve 16 is secured to nail 14 by threading fasteners 20 
into bore 28. As discussed above, system 10 can be used in either a first or second 
locking configuration depending on the rotational orientation of sleeve 16 relative 

10 to nail 14. 

Fig. 1 illustrates system 10 in a first locking configuration corresponding to 
an antegrade configuration for the depicted femur 12. In this first locking 
configuration, sleeve 16 is secured to nail 14 with apertures 40a, 40b positioned 
relative to opening 26 of nail 14 to define passageway 52 along transverse axis T2. 

15 Nail 14, with sleeve 16 secured thereto, is inserted through the longitudinal hole 
and into the medullary canal. A transverse hole is formed through femur 12 across 
the medullary canal corresponding to transverse axis T2. The transverse hole 
intersects the medullary canal and is sized to receive bone engaging member 18 
therein. Preferably this transverse hole also is formed by drilling. Bone engaging 

20 member 18 is inserted into the transverse hole and through passageway 52 formed 
by nail 14 and sleeve 16. As a result, member 18 is preferably secured against 
translation along axis Li or rotation about axis L]. When received in passageway 
52, member 18 generally extends between a femur entry point slightly lateral to the 
greater trochanter 12a to a terminal point below the base of neck 12b. Generally 

25 parallel bores are formed through femur 12 transverse to the medullary canal and 
generally perpendicular to axis Li to align with transverse bores 24a, 24b of nail 
14. Preferably these bores are also formed by drilling. Nail 14 is further locked 
into position by inserting locking bone screws 22a, 22b through femur 12 and into 
transverse bores 24a, 24b of nail 14. 

30 Figs. 2 and 5 illustrates system 10 in a second locking configuration 

corresponding to a retrograde arrangement relative to the depicted femur 12. In 
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this second locking configuration, sleeve 16 is secured to nail 14 with apertures 
40a, 40b positioned relative to opening 26 of nail 14 to define passageway 50 
along transverse axis Ti. The medullary canal is accessed in generally the same 
manner as described in connection with Fig. L Nail 14, with sleeve 16 secured 
5 thereto, is inserted through the longitudinal hole medial to the greater trochanter 
12a and into the medullary canal. A transverse hole is drilled into femur 12 across 
the medullary canal corresponding to transverse axis Ti and sized to receive bone 
engaging member 18 therein. Bone engaging member 18 is inserted into the 
transverse hole through passageway 50. So arranged, member 1 8 generally 

10 extends through neck 12b into head 12c. Generally parallel bores are formed 

through femur 12 transverse to the medullary canal and generally perpendicular to 
axis Li. These bores are generally aligned with transverse bores 24a, 24b of nail 
14. Nail 14 is further locked into position by inserting locking bone screws 22a, 
22b through femur 12 and into transverse bores 24a, 24b of nail 14. 

15 Next, a preferred method manufacturing nail 14 is described. This 

preferred method includes drilling a first bore through proximal portion 14a in a 
direction corresponding to transverse axis Ti (aligned at angle ai). A second bore 
is then drilled through proximal portion 14a corresponding to transverse axis T2 
(aligned at angle a2) and intersecting the first bore at a point generally 

20 corresponding to the centerline of nail 14. The first and second bores are each 
sized to receive bone engaging member 18 therethrough. The first bore thereby 
defines first angled surface 31a and second angled surface 32a, and the second 
bore thereby defines third angled surface 31b and fourth angled surface 32b. The 
remaining material between lower surface 3 1 and upper surface 32 may then be 

25 removed to form opening 26 through nail 14, having projections 35, 36 as 
depicted. 

Fig. 6 depicts intramedullary system 100 according to another embodiment 
of the present invention; where like reference numerals represent like features 
previously described in connection with system 10. System 100 is shown 
30 implanted in femur 12 and includes intramedullary rod or nail 14, transverse 
member 102, pin 103, locking screw 104 and set screw 105. System 100 also 
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includes locking bone screws 22a, 22b. Although system 100 is shown implanted 
in human femur 12, system 100 could also be used in conjunction with other bones 
as would occur to one skilled in the art, including the tibia, humerus, radius, ulna 
and fibula to name a few. While system 100 could be used to treat the same 
indications as system 10 in the second locking configuration, as illustrated in Fig. 2 
and discussed above, it is preferably used for fractures of the proximal portion of 
femur 12, and more preferably fractures between the neck 12b and head 12c. The 
same components of system 100 can be used to treat either a left or right femur by 
rotating transverse member 102 180 degrees relative to nail 14. 

Figs. 7-12 provide additional details concerning the structure and assembly 
of system 100. Referring to Fig. 7, various structural details of transverse member 
102 and pin 103 are shown therein. Transverse member 102 defines a longitudinal 
centerline axis L2 and includes a barrel connection portion 106 and a bone 
engaging portion 108. Connection portion 106 is generally cylindrical and has a 
side wall 1 10. Side wall 1 10 defines a passage 112 extending generally along axis 
L2. Connection portion 106 also includes a proximal portion 106a and a distal 
portion 106b. Proximal portion 106a includes an internal threaded portion 114 
extending along a portion of passage 112. Distal portion 106b defines an extemal 
inward taper 1 16 to promote ease of movement through bone when transverse 
member 102 is advanced into femur 12. Distal portion 106b also defines an inner 
retaining lip 118 for provisionally maintaining bone engaging portion 108 in 
sliding engagement with connection portion 106, the operation of which will 
become apparent hereinafter. 

A thru-hole 120 is formed through connection portion 106. Thru-hole 120 
is generally cylindrical and has a diameter slightly greater than the outer diameter 
of proximal portion 14a of nail 14. Alternately, thru-hole 120 could be elliptical or 
any other shape corresponding to proximal portion 14a of nail 14. Additionally, 
thm-hole 120 and portion 14a of nail 14 could be asymmetrical and of similar 
profile to prevent rotational movement of transverse member 102 relative to nail 
14 when proximal portion 14a is received within thra-hole 120. Similarly, if thru- 
hole 120 and portion 14a of nail 14 where both tapered in the same direction and at 
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about the same angle, the resulting tight engagement between transverse member 
102 and nail 14 would aid in preventing rotational movement. 

Thru-hole 120 is formed through connection portion 102 to provide a 
selected angular relationship with axis Li when nail 14 passes therethrough. This 
5 relationship corresponds to angle aa between axes Li and L2, and is preferably in 
a range of about 130-145 degrees. More preferably, for system 100, angle 0L3 is 
about 135 degrees and is equal to angle a2 as depicted in Fig. 6. As will become 
apparent from later discussion, angle as corresponds to the angle of fixation 
between transverse member 102 and nail 14. 

10 Bone engaging portion 108 includes a proximal portion 108a and a distal 

portion 108b. A bone engaging and gripping thread 122 is formed on distal portion 
108b. Additionally or alternatively, a different bone gripping means may be 
utilized, such as a bone blade having distal portion 108b formed from a plate with 
a helical twist, or such other means as would occur to those skilled in the art. 

15 Proximal portion 108a includes a hex recess 124 for receiving a driving 

tool (not shown), such as an Allen wrench, preferably suited to drive bone 
engaging portion 108 into neck 12b and head 12c of femur 12. Bone engaging 
portion 108 defines a longitudinal passage 126 extending therethrough and 
generally along axis L2 to allow for the optional use of a guide wire (not shown) to 

20 aid in the insertion of bone engaging portion 108 into bone. Proximal portion 108a 
is sized to be received within passage 1 12 of connection portion 106 to allow 
slidable movement of bone engaging portion 108 generally along axis L2 over a 
predetermined range. A keeper 128 is provided on, in association with, or integral 
to proximal portion 108a to provisionally maintain bone engaging portion 108 and 

25 connection portion 106 in a telescopic sliding relationship. Keeper 128 is 

comprised of a cylindrical sleeve that is preferably laser welded onto shaft 130 of 
bone engaging portion 108 after it has been positioned within connection portion 
106. The outer diameter of keeper 128 is slightly smaller but in close tolerance 
with the inner diameter of passage 112. 

30 Pin 103 is shown positioned within passage 1 12 of connection portion 106. 

Figs. 8 A and 8B additionally illustrate various stractural details of pin 103. Pin 
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103 has a longitudinal centerline axis L3 and includes a leading portion 132 
integrally connected to a trailing portion 134. Leading portion 132 has a generally 
circular, elongated body and is sized to be received within opening 26 of nail 14. 
Leading portion 132 also includes an angled, annular engaging surface 135 
configured to co-act with a surface of nail 14. Engaging surface 135 is aligned at 
an angle 04 relative to axis L3. Angle ou is in a range of about 130-145 degrees. 
Most preferably, angle 0C4 should be approximately equal to angle a2. Leading 
portion 132 additionally includes a tapered tip 136. Trailing portion 134 is 
provided with an externally threaded portion 137 configured to threadedly engage 
threaded portion 1 14 of connection portion 106. A hex recess 138 is defined by 
trailing portion 134 for receiving a driving tool (not shown), such as an Allen 
wrench, to advance pin 103 into portion 106 or remove pin 103 from portion 106 
by turning in a corresponding rotational direction. In other embodiments, pin 103 
additionally or alternatively has a different means for positioning relative to 
connection portion 106, such as a ratcheting mechanism, a cabling arrangement, or 
any other method capable of advancing pin 103 along axis L2 as would occur to 
those skilled in the art. 

In order to prevent pin 103 from migrating once positioned in a desired 
position within passage 1 12, system 100 includes locking screw 104. Locking 
screw 104 is provided with external threads 142 configured to threadedly engage 
threaded portion 1 14 of connection portion 106. A hex recess 144 is defined by 
trailing end 146 for receiving a driving tool (not shown), such as an Allen wrench, 
to rotationally advance locking screw 104 along connection portion 106. Locking 
screw 104 is axially advanced along axis L2 until it tightly engages trailing portion 
134 of pin 103. In other embodiments, system 100 additionally or alternatively 
includes another locking means as would normally occur to one skilled in the art to 
prevent pin 103 from migrating relative to connection portion 106. 

To further aid in preventing pin 103 from rotating, loosening or migrating 
once positioned in a desired axial position within passage 112, system 100 includes 
set screw 105. Set screw 105 includes a threaded portion 150 and an elongated 
stem portion 152. Threaded portion 150 is configured to threadedly engage bore 
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29 of nail 14. Threaded portion 150 also includes a hex recess 154 for receiving a 
driving tool (not shown), such as an Allen wrench, to rotationally advance set 
screw 105 along bore 29. Elongated stem portion 152 is sized to be slidably 
received within longitudinal passage 30 of nail 14. Stem 152 also defines a tapered 
5 or contoured end 156 conforming with an outer surface of leading portion 132 of 
pin 103 to provide improved mechanical interlocking between set screw 105 and 
pin 103. 

Referring generally to Figs. 6, 7, 8A, and 8B, another embodiment of a 
femur implantation procedure in accordance with the present invention is described 

10 with respect to system 100. This femur implantation procedure generally includes 
forming a transverse passage into femur 12 that crosses the medullary canal and is 
sized to receive transverse member 102 therein. Preferably, this transverse passage 
is formed by drilling and begins at the lateral side of femur 12, extends into neck 
12b and terminates in head 12c to orient transverse member 102 as depicted in Fig. 

15 6. Also shown in Fig. 6, it is preferred that the transverse passage form an oblique 
angle approximately the same as angle as with respect to axis L] or the medullary 
canal. 

Next, transverse member 102 is introduced through the transverse passage 
with thru-hole 120 positioned to at least overlap the medullary canal of femur 12, 

20 and preferably to be generally centered with respect to the medullary canal of 

femur 12. At least a portion of bone engaging portion 108 is threaded into femur 
12 at this stage. Preferably, bone engaging portion 108 is threaded into a portion 
of head 12c of femur 12 by engaging hex recess 124 with a suitable tool and 
turning portion 108 in a corresponding rotational direction generally about axis L2- 

25 Notably, bone engaging portion 108 is telescopically received within 

passage 1 12 of connection portion 106 to allow axial movement of bone engaging 
portion 108 over a predetermined range along axis L2. Keeper 128 cooperates with 
inner retaining lip 1 18 to prevent disengagement of bone engaging portion 108 
from connection portion 106. The cooperation between inner retaining lip 1 1 8 and 

30 keeper 128 also acts to stabilize bone engaging portion 108, thus aiding in the 
sliding motion of bone engaging portion 108 to provide the preferred telescopic 
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functioning of transverse member 102. Since connection portion 106 provisionally 
maintains bone engaging portion 108 in a captive, telescopic relationship, the 
alignment of bone engaging portion 108 along axis L2 is always maintained. Thus, 
when the procedure includes turning thread 122 through neck 12b of femur 12 and 
5 into head 12c, head 12c will become fixed in an angular relationship relative to 
transverse member 102. By maintaining the angular alignment between neck 12b 
and head 12c, and allowing them to slide telescopically relative to one another, 
system 100 can accommodate for changes during patient movement and expedite 
the bone healing process. 

10 After transverse member 102 is inserted, an opening is formed, preferably 

by drilling, into and generally along the medullary canal from a position slightly 
medial relative to the tip of the greater trochanter 12a and sized to receive nail 14 
therethrough. Nail 14 is inserted through the longitudinal hole and into the 
medullary canal. Nail 14 passes through thru-hole 120 of connection portion 106. 

15 Thm-hole 120 of transverse member 102 receives nail 14 in a close sliding fit, 
thereby permitting limited axial and rotational movement of transverse member 

102 along axis Li of nail 14. Transverse member 102 is longitudinally positioned 
on nail 14 so that passage 1 12 of connection portion 106 registers with opening 26 
of nail 14. If desired, bone engaging portion is further advanced into the bone at 

20 this stage. 

Next, pin 103 is axially advanced through passage 1 12 by engaging hex 
recess 144 with an appropriate tool and rotating in a corresponding direction. As 
threaded portion 137 of pin 103 engages threaded portion 1 14 of connection 
portion 106, leading portion 132 is slidably received within opening 26 to engage 
25 one or more surfaces 3 lb, 32b. Even if passage 112 and opening 26 are 

misaligned, in many instances tapered tip 136 allows pin 103 to self-center, 
thereby aiding in the insertion of leading portion 1 32 within opening 26. As pin 

103 is slidably received within pathway 34 of opening 26 and guided along 
transverse axis T2, leading portion 132 forms an abutting relationship with one or 

30 both of angled surfaces 31b, 32b. Pin 103 thus becomes oriented at angle az 

relative to axis Li, aiding in the fixation of transverse member 102 relative to nail 
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14. As pin 103 is further advanced through passage 112, engaging surface 135 is 
firmly pressed against nail 14 and transverse member 102 is pulled in a proximal 
direction. Correspondingly, an inner surface of transverse member 102 that 
borders thm-hole 120 is clamped against an outer surface of nail 14 while 
generally maintaining angle Oa of transverse member 102 relative to axis Li. 

After securely clamping transverse member 102 and nail 14 together, 
generally parallel passages are formed, preferably by drilling through femur 12 
transverse to the medullary canal and aligned with transverse bores 24a, 24b of nail 
14. Nail 14 is further locked into position by inserting locking bone screws 22a, 
22b through femur 12 and into transverse bores 24a, 24b of nail 14. 

Referring to Fig. 9, system 160 of another embodiment of the present 
invention is illustrated; where reference numerals like those of previously 
embodiments refer to like features. System 160 includes transverse member 102' 
which is the same as transverse member 102 except that pin 103' is utilized in 
place of pin 103. Figs. lOA, lOB, 1 1 A and 1 IB illustrate selected details of pin 
103\ Pin 103' includes a leading portion 162 and a non-integral trailing portion 
164. Leading portion 162 preferably has a generally circular, elongated body and 
is sized to be received within opening 26 of nail 14. Leading portion 162 also 
includes an angled, annular engaging surface 165 configured to co-act with a 
surface of nail 14. Engaging surface 165 is aligned at an angle ou relative to axis 
L4 of pin 103'. Leading portion 162 additionally includes a tapered tip 166. 

Leading portion 162 is articulated to trailing portion 164 to facilitate pivotal 
movement of portion 162 relative to portion 164. Trailing portion 164 includes 
externally threaded portion 1 67 configured to threadedly engage threaded portion 
1 14 of connection portion 106. A hex recess 168 is defined by trailing portion 164 
for receiving a driving tool (not shown), such as an Allen wrench, to advance pin 
103 axially along connection portion 106. In other embodiments, pin 103' is 
alternatively or additionally configured with a different means to be axially 
advanced through connection portion 106, such as a ratcheting mechanism or a 
cabling arrangement. In still other embodiments, techniques are utilized as would 
occur to one skilled in the art. 
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Leading portion 162 has a longitudinal centerline axis L4 and trailing 
portion 164 has a longitudinal centerline axis L5. Unlike pin 103, leading portion 
162 and trailing portion 164 are not integral and are coupled to permit leading 
portion 162 to pivot relative to trailing portion 164. This pivoting or articulation 
5 permits angular variation of portion 162 relative to axis L2. In one preferred 

embodiment, leading portion 162 includes a ball and socket joint 170 to provide 
the angular adjustment capability. 

The rear portion of leading portion 162 defines a concave surface 174 
generally centered about axis L4. Projecting proximally from concave surface 174 

10 along axis L4 is stem 178. Stem 178 has a generally circular cross section, but 
also preferably defines a pair of parallel, opposing flats 180a, 180b. A ball 
member 182 is positioned at the end of stem 178 and is generally spherical-shaped. 
Trailing portion 164 defines a convex surface 184 generally centered about axis L5 
and configured to closely conform with concave surface 174 of leading portion 

15 162. Trailing portion 164 also defines a transverse socket 186 extending partially 
therethrough and aligned generally perpendicular to axis L5. 

Transverse socket 186 has a diameter slightly larger than the diameter of 
ball member 182. Transverse socket 186 temwnates at concave bottom surface 
188. Concave bottom surface 188 substantially conforms with the outer surface of 

20 ball member 182. Trailing portion 164 also defines a longitudinal bore 190 aligned 
with axis L5. Longitudinal bore 190 extends from convex surface 184 to transverse 
socket 186. Longitudinal bore 190 is outwardly tapered with wide end 190a 
intersecting convex surface 184 and narrow end 190b intersecting transverse 
socket 186, thus defining taper angle as relative to axis L5. Preferably, taper angle 

25 as is between about 5 degrees and 20 degrees. Most preferably, taper angle as is 
about 10 degrees. Trailing portion 164 further defines a transverse slot 192 
extending partially therethrough and substantially aligned with transverse socket 
186. Slot 192 has a width W extending along longitudinal bore 190 from convex 
surface 184 to transverse socket 186. Slot 192 has a depth sufficient to intersect 

30 narrow end 190b of transverse bore 190. Height H of slot 192 is slightly greater 
than the distance between flats 180a, 180b of stem 190. Collectively, socket 186 
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and slot 192 are configured to receive ball member 182 and stem 178 therein, 
respectively. 

In another embodiment of pin 103% a flexible, readily deformable 
intermediate section is positioned between leading portion 162 and trailing portion 
164 that may be additionally or alternatively used to provide means for allowing 
angular variation between axis L4 and axis Ls. In still another embodiment, portion 
162 is joumaled to portion 164 by a shaft through a bore, permitting rotation of 
portion 162 relative to portion 164. In other embodiments, another suitable means 
for providing angular variation between axis L4 and L5 may altematively or 
additionally be utilized as would occur to those skilled in the art. 

As illustrated in Fig. 9, pin 103' operates generally in the same manner as 
pin 103 described in connection with system 100. Although pin 103' can be used 
in instances where angles a2 and 0L3 are substantially equal (as shown in Fig. 9), 
the more preferred application arises in configurations where angles 0L2 and ct^ are 
different. The articulation of leading portion 162 relative to trailing portion 164 
facilitates secure clamping to nail 14 despite a mismatch between the angled 
surfaces 31a, 32a, or 31b, 32b and the angular relationship of member 102' to axis 
Lj defined by thru-hole 120. For example, referring additionally to Fig. 12, angles 
tto and as are about 135 and 140 degrees, respectively, relative to axis Li. 
Preferably, the pivot range of leading portion 162 acconmiodates a range of 
different angular orientations of thru-hole 120 corresponding to as . In one more 
preferred range, leading portion 162 pivots to acconmiodate a variation of angle a3 
from about 130 to about 145 degrees. 

In one preferred implantation procedure, transverse member 102' and nail 
14 are implanted in accordance with the same procedure for inserting bone 
engaging member 108, coimection portion 106 and nail 14, with the engagement of 
pin 103' in place of pin 103. For pin 103', ball member 182 is inserted into socket 
186 by aligning flats 180a, 180b of stem 178 with slot 192 and then guiding ball 
member 182 within transverse socket 186 until ball member 182 is positioned 
adjacent concave bottom surface 188. A slight rotation or angulation of leading 
portion 162 relative to trailing portion 164 securely engages the two portions. As a 
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result, leading portion 162 is rotatably coupled to trailing portion 164 by ball and 
socket joint 170. Thus, leading portion 162 can rotate freely over a predetermined 
range within passage 1 12 as limited by taper angle as. In one preferred 
embodiment, taper angle as permits angular variation between leading portion 162 
and trailing portion 164 of about 10 degrees in any direction. The assembly of 
leading portion 162 to trailing portion 164 may be performed during the 
implantation procedure just before insertion into passage 1 12 or in advance of the 
procedure as desired. 

Once leading portion 162 and trailing portion 164 are assembled. Pin 103' 
is advanced through passage 1 12 of connection portion 106 by engaging hex recess 
168 and turning in the appropriate rotational direction. Pin 103' is sUdably 
received within pathway 34 of opening 26 and leading portion 162 is guided along 
transverse axis T2 to form an abutting relationship with one or both of angled 
surfaces 31b, 32b. If, as mentioned above, thru-hole 120 is disposed in connection 
portion 106 in correspondence to a different angle as relative to axis L] (such as 
140 degrees), leading portion 162 is forced to pivot relative to trailing portion 164 
and thereby aligns at angle Oz (such as 135 degrees). As trailing portion 164 is 
tightened in connection portion 106, a rigid, secure constmct forms between 
transverse member 102* and nail 14 as described in connection with the operation 
of system 100, except that pin 103' may pivot, contacting an inner surface of 
connection portion 106 as illustrated in Fig. 12. Notably, like system 10, system 
100 and 160 may be reconfigured to accommodate either the left or right femur or 
an antegrade or retrograde application; however, in other embodiments of the 
present invention, rod 14 may be modified to define only one generally linear 
pathway therethrough. 

Referring now to Fig. 13, system 195 according to another embodiment of 
the present invention is illustrated; where reference numerals of previously 
described embodiments refer to like features. Preferably, system 195 is implanted 
in femur 12 as shown, and includes intramedullary rod or nail 14, set screw 105, 
and locking bone screws 22a, 22b, 22c. In other embodiments, system 195 may be 
used in conjunction with other bones as would occur to one skilled in the art, such 
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as the tibia, humerus, radius, ulna, or fibula to name a few. Additionally, the same 
components of system 195 can be used to treat either a left or right femur by 
simply rotating nail 14 180 degrees relative to longitudinal axis Li. Unlike 
systems 10, 100 and 160; system 195 positions nail 14 with the proximal and distal 
5 end portions reversed within femur 12 corresponding to implantation of nail 14 in a 
retrograde direction. Unlike existing systems, nail 14 need not be modified to 
operate in a retrograde direction. Indeed, nail 14 may be used in either an 
antegrade direction, as illustrated in connection with systems 10, 100, and 160, or a 
retrograde direction as illustrated in Fig. 13. 

10 One preferred implant procedure for system 195 includes forming a 

longitudinal hole along femur 12, intersecting the medullary canal from a point 
generally central to distal end portion 12d. The longitudinal hole is sized to 
receive nail 14 therethrough and is preferably formed by drilling into femur 12. 
Nail 14 is inserted through the longitudinal hole and into the medullary canal. A 

15 pair of generally parallel, transverse passageways are formed, preferably by 

drilling, through femur 12 transverse to ^d intersecting with the medullary canal. 
These passageways are in registry with opening 26 and transverse bore 28, 
respectively. Nail 14 is locked into position by inserting locking bone screws 22a, 
22b into the transverse passageways and correspondingly through opening 26 and 

20 transverse bore 28. Another transverse passageway is drilled through femur 12 

across the medullary canal and intersecting therewith that is generally aligned with 
transverse bore 24c formed in distal portion 14b of nail 14. Nail 14 is further 
locked into position by inserting locking bone screw 22c into this distal transverse 
passageway and correspondingly through transverse bore 24c. Although system 

25 195 does not require a sleeve to lock bone screws 22a, 22b into position relative to 
nail 14, as discussed below, such a feature may optionally be utilized. 

Referring now to Fig. 14, shown is bone treatment system 200 according to 
yet another embodiment of the present invention; where reference niunerals of 
previously described embodiments refer to like features. System 200 is shown 

30 implanted in femur 12 and includes intramedullary nail 14, sleeve 202, bone 
engaging members 204, 205 and biasing sleeve 202. Preferably, system 200 is 
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utilized to treat fractures of the human femur, but may be used in conjunction with 
any other bone as would occur to those skilled in the art. Additionally, while 
system 200 can be used with any nail and sleeve configuration, it is preferably 
used in conjunction with retrograde implantation of nail 14 as described in 
connection with Fig. 13 herein. 

In Fig. 14, opening 26 extends generally along transverse centerline axis T3 
and transverse bore 28 extends generally along transverse centerline axis T4. 
Opening 26 is bounded by a bearing surface 26a and bore 28 is bounded by a 
bearing surface 28a. Sleeve 202 has a generally cylindrical shape and defines a 
proximal end 202a, a distal end 202b, and a side wall 208. Sleeve 202 is sized to 
fit over proximal end portion 14a of nail 14. Distal end 202b is therefore open to 
allow for passage of proximal end portion 14a. Sleeve 202 defines an inwardly 
tapered edge 210, terminating at distal end 202b, to facilitate movement of sleeve 
202 through bone. Proximal end 202a is also open to allow for the passage of nail 
insertion and extraction instrumentation (not shown). The interior surface of side 
wall 208 immediately adjacent proximal end 202a defines a threaded portion 21 L 
Side wall 208 also defines two sets of opposing apertures 212a, 212b and 214a, 
214b. Apertures 212a, 214a oppose apertures 212b, 214b in a direction along axes 
T3, T4, respectively. Aperture sets 212a, 212b, and 214a, 214b are generally 
circular and are aligned and sized to respectively receive bone engaging members 
204, 20s therethrough. Apertures 212a, 212b define circumferential engaging 
surfaces 213a, 213b, respectively, and apertures 214a, 214b define circumferential 
engaging surfaces 215a, 215b, respectively. 

Bone engaging member 204 includes a proximal end portion 204a opposite 
a distal end portion 204b. Bone engaging member 204 has a generally circular 
cross section and preferably has a diameter of about 5.5-6.5 millimeters for a femur 
application. Distal end portion 204b includes thread 216 for engaging and gripping 
bone. Alternatively or additionally, member 204 may include a different bone 
engaging or gripping means such as a bone blade having distal end portion 204b 
formed from a plate with a helical twist or an expansion device. Bone engaging 



• 
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member 205 includes a proximal end 205a and a distal end 205b and is preferably 
configured the same as bone engaging member 204, 

System 200 includes biasing end cap 220. End cap 220 is generally 
circular and includes a first threaded portion 222 configured to threadingly engage 
threaded portion 21 1 of sleeve 202, A second threaded portion 224 is configured 
to threadingly engage longitudinal bore 29 of nail 14. End cap 220 proximally 
terminates in an enlarged, flat end portion 226 having protruding flange 228. Flat 
end portion 226 also defines hex recess 230 for receiving a driving tool (not 
shown). 

System 200 is utilized in accordance with one preferred femur implantation 
procedure by inserting nail 14 as described in connection with Fig. 13, except, 
proximal end 14a also carries sleeve 202 thereon by loosely threading end cap 220 
into sleeve 202 and rod 14. Accordingly, protruding flange 228 of flat end portion 
226 bears against proximal end 202a of sleeve 202. With sleeve 202 so oriented, 
apertures 212a, 212b are generally in alignment with transverse bore 28 along axis 
T4 to define passageway 232. Correspondingly, apertures 214a, 214b are generally 
aligned with opening 26 along transverse axis T3 to defined passageway 234. 

Once the nail 14 and sleeve 202 are in place within femur 12, two 
transverse passages are formed through the bone that are in registry with 
passageways 232, 234. Next, bone engaging members 204, 205 are received 
through the bone and passageways 232, 234, respectively. Once bone engaging 
members are in place. Sleeve 202 is biased by further tightening of end cap 220. 
As end cap 220 is tightened, is moves sleeve 202 and nail 14 in opposite directions 
along axes Lj. Correspondingly, surfaces 213a, 213b move to bear against bone 
engaging member 204 and engaging surfaces 214a, 214b bear against bone 
engaging member 205. In turn, bone engaging member 204 is tightly clamped 
against bearing surface 26a of opening 26 and bone engaging member 205 is 
tightly clamped against bearing surface 28a of bore 28. The tight engagement 
between bone engaging members 204, 205 and bearing surfaces 26a, 28a thereby 
clamps bone engaging members 204, 205 into position relative to nail 14 and 
prevents lateral migration. Locking nuts, which have in the past been used to 
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prevent such lateral migration, are generally not needed for system 200, so that 
additional surgical incisions normally required to engage locking nuts onto the 
bone engaging members need not be made and soft tissue irritation commonly 
associated with the presence of the locking nuts is also eliminated. Preparations 
and implantation of one or more bone engaging members may optionally be 
performed at distal end 14b of nail 14 . 

In an alternative embodiment, end cap 220 does not include first threaded 
portion 222. Thus, as threaded portion 224 engages longitudinal bore 29 of nail 
14, flange 228 of flat end portion 226 contacts proximal end 202a of sleeve 202 to 
advance sleeve 202 in a distal direction relative to nail 14. In still another 
embodiment, end cap 220 does not include second threaded portion 224. Thus, as 
threaded portion 222 engages threaded portion 211 of sleeve 202, flat end 222a of 
threaded portion 222 is forced into contact with the proximal end of nail 14, 
thereby advancing sleeve 202 in a proximal direction relative to nail 14. In yet 
another embodiment of system 200, the biasing means consists of a spring member 
operably captured between nail 14 and sleeve 202. The spring member is 
configured to urge sleeve 202, nail 14, or both to clamp bone engaging members 
204, 205. 

Referring now to Fig. 15, intramedullary system 300 according to still 
another embodiment of the present invention is illustrated; where reference 
numerals of previously described embodiments refer to like features. System 300 
is shown implanted in femur 12 and includes elongated intramedullary nail 302, 
positioning device 304, bone engaging member 306 and locking bone screw 308. 
Femur 12 includes a fracture site 301, separating femur 12 into two portions 12f, 
12e. Fracture site 301 is shown in a compressed state (i.e., portions 12f, 12e are 
being pushed together). Although system 300 is shown implanted in femur 12, 
system 300 could also be used in conjunction with other bones such as the tibia, 
humerus, radius, ulna and fibula to name a few. Additionally, the same 
components of system 300 can be used to treat either a left or right femur by 
simply rotating nail 302 180 degrees relative to axis Le. Although Fig. 15 
illustrates nail 302 implanted within femur 12 in a retrograde direction, it is 
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understood that system 300 could also be implanted with nail 302 in an antegrade 
direction. 

Figs. 15 and 16 show various structural details of nail 302. It should be 
understood that nail 302 can take on a number of configurations, including that of 
nail 14 illustrated and described above. However, in a preferred embodiment, nail 
302 is configured as described below. Nail 302 includes a proximal end portion 
302a and a distal end portion 302b. Nail 302 also defines a longitudinal axis La 
ranning along the length of nail 302 between proximal end portion 302a and distal 
end portion 302b. Proximal end portion 302a preferably has a diameter of about 
11-12 millimeters for an adult human femur application. The diameter of the 
remainder of nail 302 can be varied depending upon the requirements of the 
fixation procedure and the surgeon's preference. While nail 302 has a generally 
circular cross section, other suitable shapes are also contemplated as would occur 
to one skilled in the art. 

Nail 302 defines a passage 309 extending therethrough along axis Le line to 
allow for the optional use of a guide wire (not shown) to aid in the insertion of nail 
302 in femur 12. Distal end portion 302b defines parallel transverse bores 310b, 
310c, each sized to receive locking bone screw 308. Distal end portion 302b also 
defines transverse bore 310a, aligned generally perpendicular to transverse bores 
310b, 310c and also sized to receive locking bone screw 308. 

Proximal end portion 302a defines an elongated, longitudinal opening 312 
bounded by side walls 313 and sized to receive bone engaging member 306 
therein. Opening 312 laterally extends through nail 302 and is elongated in the 
direction of longitudinal axis 1^. Opening 312 has a first end portion 3 12a and an 
opposing second end portion 312b. Proximal end portion 302a of nail 302 also 
defines a longitudinal passage 314 extending generally along axis 1^ and having a 
generally circular cross-section. Longitudinal passage 314 intersects opening 312 
and terminates in a generally concave bottom surface 316. A threaded portion 318 
is defined about a portion of longitudinal passage 314. Proximal end portion 302a 
also defines a transverse bore 320 extending through nail 302 generally 
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perpendicular to axis and aligned with opening 312. Bore 320 is sized to 
receive bone engaging member 306 therein. 

Referring to Fig. 17, therein is shown nail 302, positioning device 304 and 
bone engaging member 306 as assembled within system 300. Positioning device 
5 304 is shown positioned within longitudinal passage 314 and includes a first 

portion 322 and a second portion 324. First portion 322 includes a head 326 and a 
threaded stem 328 extending therefrom generally along longitudinal axis Le. Head 
326 is substantially circular and has an outer diameter generally corresponding to 
the outer diameter of nail 302. Head 326 also includes a hex recess 330 for 

10 receiving a driving tool (not shown), such as an Allen wrench. The diameter of 
threaded stem 328 is less than the diameter of head 326, thereby defining an 
annular shoulder 332. 

Second portion 324 defines a generally circular, elongated body 333 having 
a diameter slightly less than the diameter of longitudinal passage 314. Second 

15 portion 324 also defines an internally threaded portion 334 extending generally 
along longitudinal axis and configured to threadedly engage threaded stem 328 
of first portion 322. Threaded portion 334 has a depth slightly greater than the 
length of threaded stem 328. The end of second portion 324 opposite threaded 
portion 334 terminates into a generally convex outer surface 336 that substantially 

20 corresponds to concave bottom surface 3 16 of longitudinal passage 3 14. Second 
portion 324 also defines a transverse opening 338 extending therethrough generally 
perpendicular to longitudinal axis Le. Opening 338 is bounded by inner surface 
339 and is sized to receive bone engaging member 306 therein. 

Fig. 17 illustrates a first operational position of system 300. Positioning 

25 device 304 (including first and second portions 322, 324) is shown inserted within 
longitudin2il passage 314 of nail 302. Opening 338 of second portion 324 is 
positioned adjacent second end portion 312b of opening 312 and generally aligned 
with operung 312 to define a passageway 340. Bone engaging member 306 is 
shown inserted through passageway 340. Threaded stem 328 of first portion 322 is 

30 partially threadedly engaged within threaded portion 334 of second portion 324. 
First portion 322 can be rotated by placing a driving tool (not shown) within hex 



wo 00/76414 PCT/USOO/15473 



recess 330 and tximing in a clockwise or counterclockwise direction as appropriate. 
Second portion 324 is prevented from rotating in correspondence with first portion 
322 because of engagement between bone engaging member 306 against sidewalls 
313 of opening 312. In one embodiment, threaded stem 328 and threaded portion 
5 334 each have right-handed threads. In this embodiment, as first portion 322 is 
rotated in a clockwise direction, shoulder 332 of head 326 bears against nail 302, 
and second portion 324 correspondingly moves toward first portion 322 generally 
along longitudinal axis L^. As the position of second portion 324 is adjusted along 
axis L6, inner surface 339 of opening 338 bears against bone engaging member 306 

10 and correspondingly adjusts the position of bone engaging member 306 along the 
length of opening 312. 

Fig. 1 8 illustrates a second operationed position of system 300 in which first 
portion 322 is rotated in a clockwise direction until bone engaging member 306 is 
positioned adjacent first end portion 312a of opening 312. It should be understood, 

15 however, that bone engaging member 306 can be variably positioned anywhere 
along the length of opening 312. It should further be understood that the terms 
"first operational position" and "second operational position" are not necessarily 
indicative of the initial position and adjusted position of bone engaging member 
306. For example, bone engaging member 306 could originate in a position 

20 adjacent first end portion 312a and be variably positioned anywhere along the 
length of opening 312. 

In other embodiments of system 300, nail 302 defines a kej^ay extending 
along the length of longitudinal passage 314 generally parallel with axis Le. 
Additionally, second portion 324 defines a key along its length which generally 

25 corresponds to the kejnvay defined in nail 302. Preferably, the key is radially 

positioned so that when it is slidably received within the keyway, opening 338 of 
second portion 324 will correspondingly align with opening 312 of nail 302. 
Alternatively, the key could be defined along the length of second portion 324 and, 
correspondingly, the keyway could be defined along the length of longitudinal 

30 passage 3 14 of nail 302. 
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Having described selected structural and operational features of nail 302 
and positioning device 304, the operational characteristics of system 300 will now 
be described in further detail. Referring back to Fig. 15, nail 302 is shown 
implanted in femur 12. Distal end 302b of nail 302 is anchored to portion 12e of 
5 femur 12 by inserting locking bone screw 308 into portion 12e and through 

transverse bore 3 10a (not shown) of nail 302. Proximal end 302a of nail 302 is 
anchored to portion 12f of femur 12 by inserting bone engaging member 306 into 
portion 12f and through passageway 340 (defined by aligning opening 338 with 
opening 312). Preferably, bone engaging member 306 is initially positioned 

10 adjacent or near second end portion 312b of opening 312. As first portion 322 of 
positioning device 304 is rotated in a clockwise direction, bone engaging member 
306 is correspondingly repositioned along the length of opening 312, and more 
specifically is transferred toward first end portion 312a. Because bone engaging 
member 306 is anchored to portion 12f of femur 12, portion 12f is correspondingly 

15 moved in the direction of arrow "A", while portion 12e of femur 12 remains 

stationery, securely anchored to distal end 302b of nail 302. Thus, portion 12f of 
femur 12 is repositioned away from portion 12e, thereby distracting firacture site 
301. 

One preferred procedure for implanting system 300 within femur 12 
20 includes forming a longitudinal hole along the medullary canal from a point 

generally central to the distal end portion 12d of femur 12. Preferably this hole is 
formed by drilling sized to receive nail 302 therethrough. Positioning device 304 
is inserted in longitudinal passage 314 of nail 302 and nail 302 is inserted through 
the longitudinal hole and into the medullary canal. It should be understood that 
25 positioning device 304 could alternatively be inserted in longitudinal passage 3 14 
after nail 302 has been implanted in femur 12. A first passage is formed through 
femur 12 transverse to the medullary canal and generally aligned with transverse 
bore 310a (not shown) formed in distal portion 302b of nail 302. A second 
passage is formed through femur 12 transverse to the medullary canal and 
30 generally aligned with passageway 340. Preferably, these transverse passages are 
formed by drilling. Locking bone screw 308 is threaded into the first passage. 
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passing through transverse bore 310a. Bone engaging member 306 is threaded into 
the second passage, passing through passageway 340. At this point, fracture site 

301 can be distracted by following the operational procedure described above. 
Dashed line 301a of Fig. 15 corresponds to the position of the fractured end of 

5 portion 12f after distraction in accordance with one embodiment of the present 
invention. 

Referring now to Fig. 19, intramedullary system 400 according to yet 
another embodiment of the present invention is illustrated; where like reference 
numerals of previously described embodiments refer to like features. System 400 

10 is shown implanted in femur 12 and includes elongated intramedullary nail 302, 
positioning device 304', bone engaging member 306 and locking bone screw 308. 
Femur 12 includes a fracture site 30 r, separating femur 12 into two portions 12f, 
12e. Fracture site 301 'is shown in a distracted state (i.e., portion 12a, 12b are 
spaced apart relative to one another). Although system 400 is shown implanted in 

15 femur 12, system 400 could also be used in conjunction with other bones as would 
occur to one skilled in the art, including the tibia, humems, radius, ulna and fibula, 
to name a few. Additionally, the same components of system 400 can be used to 
treat either a left or right femur by simply rotating nail 302 180 degrees relative to 
axis Le. Although Fig. 19 illustrates nail 302 implanted within femur 12 in a 

20 retrograde direction, it is understood system 400 may also be implanted with nail 

302 in an antegrade direction. 

Referring to Fig. 20, therein is shown nail 302, positioning member 304' 
and bone engaging member 306 as assembled within system 400. Positioning 
member 304' is shown positioned within longitudinal passage 314 and includes a 

25 first portion 402 and a second portion 404. First portion 402 includes a threaded 
upper portion 406 and an elongated lower portion 408 extending therefrom along 
longitudinal axis L6. Upper portion 406 is configured to threadedly engage 
threaded portion 3 1 8 of longitudinal passage 314. Upper portion 406 also includes 
a hex recess 410 for receiving a driving tool (not shown), such as an Allen wrench. 

30 Lower portion 408 has a generally circular body having an outer diameter slightly 
less than the diameter of longitudinal passage 314. A transverse passage 412 
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extends through lower portion 408 and is aligned generally perpendicular to axis 
Le. The end of lower portion 408 opposite its threaded portion terminates in a 
generally flat surface 414. 

Second portion 404 has a circular body having an outer diameter generally 
5 corresponding to the outer diameter of lower portion 408 of first portion 402. 

Second portion 404 defines an internally threaded portion 416 extending generally 
along axis he for engaging insertion instrumentation (not shown). One end of 
second portion 404 defines a generally flat surface 418, corresponding to surface 
414 of lower portion 408. The opposing end of second portion 404 terminates in a 
10 generally convex outer surface 420 substantially corresponding to concave bottom 
surface 316 of longitudinal passage 314. Second portion 404 also defines a 
transverse opening 422 extending therethrough generally perpendicular to axis 1^. 
Opening 422 is bound by inner surface 424 and is sized to receive bone engaging 
member 306 therein. 

15 Fig. 20 illustrates a first operational position of system 400. Positioning 

device 304' (including first and second portions 402, 404) is shown inserted within 
longitudinal passage 314 of nail 302. Opening 422 of second portion 404 is 
positioned adjacent first end portion 312a of opening 312 and generally aligned 
with opening 312 to define a passageway 426. Bone engaging member 306 is 

20 shown inserted through passageway 426. Upper portion 406 of first portion 402 is 
partially threadedly engaged within threaded portion 318 of longitudinal passage 
314. First portion 402 can be rotated by placing a driving tool (not shown) within 
hex recess 410 and turning first portion 402 in a clockwise or counterclockwise 
direction. In one embodiment, threaded upper portion 406 and threaded portion 

25 318 each have right-handed threads. In this embodiment, as first portion 402 is 
rotated in a clockwise direction, it will be advanced through longitudinal passage 
314 generally along axis Le- As first portion 402 is advanced, surface 414 will 
engage surface 418 of second portion 404, thereby correspondingly advancing 
second portion 404 through longitudinal passage 314 generally along axis L6. As 

30 the position of second portion 404 is adjusted along axis L6, inner surface 424 of 
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opening 422 bears against bone engaging member 306 and correspondingly adjusts 
the position of bone engaging member 306 along the length of opening 312. 

Fig. 21 illustrates a second operational position of system 400 in which first 
portion 402 is rotated in a clockwise direction until bone engaging member 306 is 
5 positioned adjacent second end portion 3 12b of opening 312. It should be 

understood, however, that bone engaging member 306 can be variably positioned 
anywhere along the length of opening 312. It should further be understood that the 
terms "first operational position" and "second operational position" are not 
necessarily indicative of the initial position and adjusted position of bone engaging 

10 member 306. For example, bone engaging member 306 could originate in a 

position adjacent second end portion 312b and be variably positioned anywhere 
along the length of opening 312. 

When bone engaging member 306 is positioned adjacent second end 
portion 312b of opening 312, transverse passage 412 of upper portion 406 will 

15 become aligned with transverse bore 320 of nail 302, thereby defining a 

passageway 430. A second bone engaging member 306 can then be inserted 
through passageway 430 to prevent further rotational movement of first portion 
402 relative to nail 302. However, if transverse passage 412 and transverse bore 
320 caimot be aligned to form passageway 430, a second bone engaging member 

20 306 cannot be used. In this case, in order to prevent first portion 402 from rotating 
and migrating relative to nail 302, a locking set screw can be threadedly advanced 
along threaded portion 318 of nail 302 until it tightly engages upper portion 406. 

Having described selected structural and operational features of positioning 
device 304', the operational characteristics of system 400 will now be described in 

25 further detail. Referring back to Fig. 19, nail 302 is shown implanted in femur 12 
and is anchored to portions 12a and 12b in substantially the same manner as 
described above in system 300. Preferably, bone engaging member 306 is initially 
positioned adjacent or near first end portion 312a of opening 3 12. As first portion 
402 of positioning device 304' is rotated in a clockwise direction, bone engaging 

30 member 306 is correspondingly repositioned along the length of opening 312, and 
more specifically is transferred toward second end portion 312b of opening 312. 
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Because bone engaging member 306 is anchored to portion 12f of femur 12, 
portion 12f is correspondingly moved in the direction of arrow "B", while portion 
12e of femur 12 remains stationary, securely anchored to distal end 302b of nail 
302, Thus, portion 12f of femur 12 is repositioned toward portion 12e, thereby 
5 compressing fracture site 301'. Dashed line 301b of Fig. 19 corresponds to the 

fractured end of portion 12f after compression in accordance with one embodiment 
of the present invention. 

One preferred procedure for implanting system 400 within femur 12 is 
substantially identical to the procedure for implanting system 300, except a 

10 compression operation as described above is performed instead of the distraction 
operation as described in connection with system 300. 

The components of systems 10, 100, 165, 195, 200, 300 and 400 may be 
fabricated from any suitably strong, bio-compatible material such as stainless steel, 
titanium, chrome-cobalt, or any other material which would occur to those skilled 

15 in the art. 

While the invention has been illustrated and described in detail in the 
drawings and foregoing discussion, the same is to be considered as illustrative and 
not restrictive in character, it being understood that only the preferred 
embodiments have been shown and described and that all changes and 
20 modifications that come within the spirit of the invention are desired to be 
protected. 
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What is claimed is: 



A system for treating bone fractures, the system comprising: 



10 



15 



20 



25 



an intramedullary nail defining an opening, said opening having an upper 
surface and a lower surface; 

a transverse member including a bone engaging portion and a connection 
portion, said connection portion defining a thru-hole, said nail being sized to pass 
through said thru-hole; and 

a pin selectively attached to said transverse member and operable to rigidly 
assemble said transverse member to S2iid nail when said nail passes through said 
thru-hole and said pin is received within said opening. 

2. The system of claim 1 wherein said transverse member defines a 
passage intersecting said through-hole. 

3. The system of claim 2 wherein said passage includes a threaded 
portion, said pin includes a leading portion and a trailing portion, said leading 
portion has an elongated section configured to be slidably received within said 
opening, said trailing portion has external threads to engage said threaded portion 
to advance said pin through said passage. 

4. The system of claim 1 wherein said pin includes an engaging 
surface configured to engage said nail and clamp said nail against said transverse 
member. 

5. The system of claim 1 wherein said pin includes a leading portion 
and a trailing portion, one of said leading portion and said trailing portion includes 
a ball member and another of said leading portion and said trailing portion includes 
a socket member, said ball and socket members cooperating to permit angular 
variation between said leading portion and said trailing portion. 
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6. The system of claim 5 wherein said nail defines a first longitudinal 
axis and said opening defines a generally straight pathway positioned at about 135 
degrees relative to said first longitudinal axis, said transverse member defines a 

5 second longitudinal axis and said through-hole is positioned within a range of 
about 130 to 145 degrees relative to said second longitudinal axis. 

7. The system of claim 1 wherein said connection portion is adapted to 
slidably receive said bone engaging portion. 

10 

8. The system of claim 7 wherein said bone engaging portion includes 
a keeper, said connection portion includes an inner retaining lip, said keeper co- 
acting with said retaining lip to provisionally maintain said bone engaging portion 
and said connection portion in sliding engagement. 

15 

9. The system of claim 1 further comprising a locking mechanism 
positioned adjacent said pin to prevent movement of said pin relative to said 
transverse member. 

20 10. The system of claim 1 wherein said nail defines a longitudinal axis 

and includes a longitudinal passageway extending at least partially therethrough 
and intersecting said opening, a portion of said longitudinal passageway being 
threaded to engage a set screw, said set screw including a stem portion adapted to 
be slidably received within said longitudinal passageway to lockingly engage said 

25 pin. 

11. The system of claim 1 wherein said nail defines a longitudinal axis, 
said lower surface of said opening defines a first angled portion to engage said pin 
in an abutting relationship with said pin oriented at a first oblique angle relative to 
30 said longitudinal axis. 
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12. The system of claim 1 1 wherein said upper surface of said opening 
defines a second angled portion generally opposite said first angled portion to 
engage said pin when said pin is oriented at said first oblique angle. 



5 13. The system of claim 12 wherein said lower siurface defines a third 

angled portion to engage said pin in another abutting relationship with said pin 
oriented at a second oblique angle relative to said longitudinal axis. 



14. The system of claim 13 wherein said upper surface defines a fourth 
10 angled portion generally opposite said third angled portion to engage said pin when 

said pin is oriented at said second oblique angle. 

15. The system of claim 14 wherein said first and second oblique angles 
are each about 135 degrees. 

15 

16. The system of claim 14 wherein said opening extends through said 
nail, and wherein said first and third angled portions define a first apex and said 
second and fourth angled portions define a second apex opposite said first apex. 



20 17. A device for treating bone fractures, the device comprising: 

an intramedullary nail defining an opening, said opening having an upper 
surface and a lower surface; 

a transverse member including means for engaging bone, said transverse 
member defining a thru-hole, said nail being sized to pass through said thru-hole; 
25 and 

means for locking said transverse member in position relative to said nail, 
said locking means including a pin sized to pass through said opening and rigidly 
assemble said transverse member to said nail. 
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18. The device of claim 17 wherein said transverse member defines a 
longitudinal axis and includes means for permitting free movement of said 
engaging means along said longitudinal axis of said transverse member. 

5 19. The device of claim 18 wherein said transverse member includes 

means for provisionally maintaining said engaging means and said transverse 
member in sliding engagement. 

20. The device of claim 17 wherein said locking means includes a 
10 means for allowing angular variation between said locking means and said 

transverse member. 

21. The system of claim 17 wherein said opening extends through said 

nail. 

15 

22. A method of treating a bone fracture, the method comprising: 
forming a first hole in a femur transverse to the medullary canal; 
introducing a transverse bone engaging member through the first hole, the 

bone engaging member including a thra-hole, the thru-hole being positioned 
20 adjacent the medullary canal; 

forming a second hole into the medullary canal; 

inserting an intramedullary nail into the medullary canal through the second 
hole, the nail passing through the thru-hole of the bone engaging member, the nail 
including an opening positioned adjacent the bone engaging member, the opening 
25 having an upper surface and a lower surface; and 

rigidly assembling the bone engaging member and the nail by passing a pin 
selectively coupled to the bone engaging member into the opening of the nail. 



30 



23. The method of claim 22 including adjusting the angular position of 
the pin relative to the bone engaging member. 
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24. The method of claim 22 wherein the assembling includes threading 
the pin into a passage defined by the bone engaging member, the passage 
intersecting the thru-hole. 

25. The method of claim 22 wherein the upper and lower surfaces are 
angeled to define a first apex opposite a second apex. 

26. The method of claim 22 wherein the introducing includes threading 
at least a portion of the bone engaging member into bone. 

27. A system for treating bone fractures, the system comprising: 
an intramedullary nail having a first end portion opposite a second end 

portion along a longitudinal axis, said first end portion including an opening 
extending through said nail and having a first angled surface aligned at a first 
oblique angle relative to said longitudinal axis; 

a sleeve configured to fit over said first end portion of said nail» said sleeve 
including a set of apertures positioned on opposite sides of said sleeve, said set of 
apertures and said opening aligned to form a first passageway bounded on one side 
by said first angled surface when said sleeve is fitted over said first end portion; 
and 

a bone engaging member configured to be slidably received within said 
first passageway, said bone engaging member establishing an abutting relationship 
with said first angled surface when positioned within said first passageway. 

28. The system of claim 27 wherein said opening has a second angled 
surface generally opposite said first angled surface to engage said bone engaging 
member, said first and second angled surfaces cooperating to define a first pathway 
oriented at said first oblique angle for said bone engaging member to follow when 
received in said first passageway. 
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29. The system of claim 28 wherein said opening has a third angled 
surface aligned at a second oblique angle relative to said longitudinal axis to 
engage said bone engaging member in another abutting relationship when said 
sleeve is aligned in another position to define a second passageway, and said bone 
engaging member is positioned within said second passageway. 

30. The system of claim 29 wherein said opening has a fourth angled 
surface generally opposite said third angled surface to engage said bone engaging 
member, said third and fourth angled surfaces cooperating to define a second 
pathway oriented at said second oblique angle for said bone engaging member to 
follow when received in said second passageway. 

31 . The system of claim 30 wherein said first and second oblique angles 
are each about 135 degrees. 

32. The system of claim 30 wherein said opening extends through said 
nail and wherein said first and third angled surfaces define a first apex and said 
second and fourth angled surfaces define a second apex opposite said first apex. 

33. A bone fracture treatment apparatus comprising: 

an elongated intramedullary nail having a longitudinal axis and a transverse 
axis generally perpendicular to the longitudinal axis, said nail defining a transverse 
opening therethrough, said opening extending along the transverse axis from a first 
side of said nail to an opposite second side of said nail, said opening being 
bounded by an upper surface and an opposite lower surface, one of said upper and 
lower surfaces defining a first projection between said first side and said second 
side, said first projection extending in a longitudinal direction to narrow a 
dimension of said opening along the longitudinal axis. 



30 



34. The apparatus of claim 33, further comprising a sleeve with first 
and second apertures positioned on opposite sides of said sleeve and configured to 
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align with said opening to form a passageway, said passageway following a 
pathway from one of said apertures to the other of said apertures, said pathway 
being oriented at an oblique angle to the longitudinal axis. 

35. The apparatus of claim 34, further comprising a bone engaging 
member sized to pass through said passageway and contact said first projection 
when positioned in said passageway. 

36. The apparatus of claim 34 wherein said nail includes a transverse 
passage extending at least partially therethrough and configured to accept a 
fastener, said sleeve includes a third aperture configured to align with said 
transverse passage, said fastener releasably securing said sleeve to said nail when 
said fastener is positioned through said third aperture and into said transverse 
passage. 

37. The system of claim 36 wherein said nail includes a longitudinal 
passage extending therethrough, and wherein said fastener has a length which does 
not extend into said longitudinal passage when said sleeve is releasably secured to 
said nail. 

38. The system of claim 33 wherein said first projection defines an 

apex. 

39. The system of claim 33 wherein the other of said one of said upper 
and lower surfaces defines a second projection between said first side and said 
second side, said second projection extending in a longitudinal direction and 
positioned generally opposite said first projection to further narrow a dimension of 
said opening along the longitudinal axis. 

40. The system of claim 39 wherein said second projection defines an 

apex. 
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41 . A system for treating bone fractures, the system comprising: 

an intramedullary nail defining a longitudinal axis and a transverse axis 
generally perpendicular to the longitudinal axis, said nail defining an opening 
5 therethrough along the transverse axis, said opening being bounded by a bearing 
surface; 

a sleeve defining a pair of apertures on opposite sides of said sleeve, each 
of said apertures defining an engaging surface, said apertures and said opening 
aligned to form a passageway when said sleeve is fitted over said nail; 
10 a bone engaging member sized to pass through said passageway; and 

means for biasing said sleeve in a longitudinal direction to firmly engage 
said engaging surface of at least one of said apertures against said bone engaging 
member and clamp said bone engaging member to said bearing surface of said 
opening. 

15 

42. The system of claim 41 wherein at least one of said nail and said 
sleeve define an internally threaded portion, said biasing means includes an end 
cap, said end cap defining external threads to engage said internally threaded 
portion of said one of said nail and said sleeve to thereby bias said sleeve in a 

20 longitudinal direction. 

43. The system of claim 42 wherein said nail and said sleeve each 
define an internally threaded portion, said end cap including a threaded end 
portion, a threaded intermediate portion and an enlarged end portion, and wherein 

25 said threaded end portion engages said internally threaded portion of said nail and 
said threaded intermediate portion engages said internally threaded portion of said 
sleeve to thereby bias said sleeve in a longitudinal direction. 

44. The system of claim 42 wherein said end cap includes a hex broach 
30 to receive a driving tool. 



1 
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45. A system for treating bone fractures, the systenni comprising: 

an intramedullary nail defining a longitudinal axis, said nail defining an 
elongated, longitudinal opening laterally extending therethrough, and a 
longitudinal passage intersecting said opening; 

a bone engaging member sized to pass through said opening; and 
a positioning device disposed in said passage, the position of said device 
being adjustable along the longitudinal axis of said nail to move said bone 
engaging member passing through said slot and compress or distract said bone 
fracture. 

46. The system of claim 45 wherein said positioning device includes a 
first portion and a second portion, said first portion being configured to rotate to 
adjust the position of said second portion along the longitudinal axis of said nail, 
said second portion being configured to move in correspondence with the rotation 
of said first portion and bear against said bone engaging member. 

47. The system of claim 46 wherein said first portion includes a first 
threaded portion, said second portion including a second threaded portion, and 
wherein said second portion is transferred along the longitudinal axis of said nail as 
said first portion threadedly engages said second portion. 

48. The system of claim 46 wherein said nail defines a threaded wall 
about said longitudinal passage, said first portion including a threaded portion to 
engage said threaded wall, and wherein said second portion is transferred along the 
longitudinal axis of said nail as said threaded portion threadedly engages said 
threaded wall and said first portion engages said second portion. 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



i. slaLeiiieiiL 

Novelty (N) Claims 1-32, 34-37 and 41-48 YES 

Claims 33 and 38-40 NO 

Invpntivp St^p (TS) Claims i-3g, 84-37 and 41-48 YES 

Claims S3 and 38>40 NO 

Industiial ApplicabUity (lA) Claims JLrt? YES 

Claims NONE NO 



ii. cilaliuus aud explanations (Rule 70.7) 

Claims 1-16 meet the criteria set out in PCT Article Sd(S)-(4}, because the prior art does not teach or fairly suggest a system 
for treating bone fractures, the system comprising an intramedullary nail defining an opening, said opening having an upper 
surface and a lower surface; a transverse member including a bone engaging portion and a connection portion, said connection 
{•oitioii <liTitiing a tluu-lioU'. said nail being sized to pass through said thru-hole; and a pin selectively attached to said 
transverse member and operable to rigidly assemble said transverse member to said nail when said nail passes through said 
thru-hole and said pin is received within said opening. 

Claims 17-21 meet the criteria set out in PCT Article 33(2 )-(4), because the prior art does not teach or fairly suggest a 

\ r for tu atiijg boiir fractures, the device comprising: an intramedullary nail defining an opening, said opening having 
an upper surface and a lower surface; a transverse member including means for engaging bone, said transverse member 
defining a thru-hole, said nail being sized to pass through said thru-hole; and means for locking said transverse member in 
position relative to said nail; said locking means including a pin sized to pass through said opening and rigidly assemble 
said transverse member to said nail. 

Claims 22-26 meet the criteria set out in PCT Article 33(2 )-(4). because the prior art does not teach or fairly suggest a 
method of treating a bone fracture, the method comprising: forming a first hole in a femur transverse to the medullary 
canal; introducing a transverse bone engaging member through the first hole, the bone engaging member including a thru- 
hole, the thru-hole being positioned adjacent the medullary canal; forming a second hole into the medullary canal; inserting 
an intramedullary nail into the medullary canal through the second hole, the nail passing through the thru-hole of the bone 
engaging member, the opening having an upper surface and a lower surface; and rigidly assembling the bone engaging 
member and the nail by passing a pin selectively coupled to the bone engaging member into the opening of the nail. 
(Continued on Supplemental Sheet.) 
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Couliuualitiu of: Buxt^s I - VTEI Sheet 10 

V. 2. REASONED STATEMENTS - CITATIONS AND EXPLANATIONS (Continued): 

Claims 27-32 meet the criteria set out in PCT Article 33(2)-(4), because the prior art does not teach or fairly suggest a system 
lor treating bone fraaures, the system comprising: an intramedullary nail having a first end portion opposite a second end 
portion along a longitudinal axis, said first end portion including an opening extending through said nail and having a first 
angled surface aUgned at a first oblique angle relative to said longitudinal axis; a sleeve configured to fit over said first end 
portion of said nail, said sleeve including a set of apertures positioned on opposite sides of said sleeve, said set of apertures 
and viid opcniiii: alijincd io i'orm a firsi passageway bounded on one side by said first angled surface when said sleeve is fitted 
over said first end portion; and a bone engaging member configured to be slidably received within said first passageway, said 
bone engaging member establishing an abutting relationship with said first angled surface when positioned within said first 
passageway. 

Claims 33 and 38-40 lack novelty under PCT Article 33(2) as being anticipated by Kim. Kun teaches a bi-directional bi- 
positional universal dynamic compression device one embodiment of which includes a rod 100 having two double cam slots 
102 and 102. Each of the slots 102 and 104 is formed with two opposing cam surfaces 120 and 122 and 124 and 126 
respectively. 

Claiiii:> 34-37 mcci ihc criteria aci out in PCT Article 33(2)-(4), because the prior art does not teach or fairly suggest a bone 
fracture treatment apparatus comprising: an elongated intramedullary nail having a longitudinal axis and a transverse axis 
generally perpendicular to the longitudinal axis, said nail defining a transverse opening therethrough, said opening extending 
along the transverse axis from a first side of said nail to an opposite second side of said nail, said opening being bounded by 
an upper surface and an opposite lower surface, one of said upper and lower surfaces defining a first projection between said 
first side and said second side, said first projection extending in a longitudinal direction to narrow a dimension of said opening 
along the longitudinal axis; the apparatus further comprising a sleeve with first and second apertures positioned on opposite 
sides of said sleeve and conligured to align with said opening to form a passageway, said passageway following a pathway 
from one of said apertures to the other of said apertures, said pathway being oriented at an obUque angle to the longitudiiial 
axis. 

Claims 41-44 meet the criteria set out in PCJT Article 33(2)-(4), because the prior art does not teach or fairly suggest a system 
for treating bone fractures, the system comprising: an intramedullary nail defining a longitudinal axis and a transverse axis 
generally perpendicular to the longitudinal axis and transverse axis generally perpendicular to the longitudinal axis, said nail 
defining an opening therethrough along the transverse axis, said opening bounded by a bearing surface; a sleeve defining a 
pair of apertures on opposite sides of said sleeve, each of said apertures defining an engaging surface, said apertures aiKl said 
opening aligned to form a passageway when said sleeve is fitted over said nail; a bone engaging member sized to pass through 
said passageway; and means for biasing said sleeve in a longitudinal direction to firmly engage said engaging surface of at 
least one of said apertures against said bone engaging member and clamp said bone engaging member to said bearing surface 
of said opening. 

Claims 45-48 meet the criteria set out in PCT Article 33(2)-(4), because the prior art does not teach or fairly suggest a system 
for treating bone fractures, the system comprising: an intramedullary nail defining a longitudinal axis, said nail defining an 
elongated, longitudinal opening laterally extending therethrough, and a longitudinal passage intersecting said opening; a bone 
engaging member sized to pass through said opening; and a positioning device disposed in said passage, the position of said 
device being adjustable along the longitudinal axis of said nail to move said bone engaging member passing through said slot 
and compress or distract said bone fracture. 
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